BIOTECHNOLOGIES AND INTERNATIONAL HUMAN
RIGHTS

This book follows and complements the previous volume Biotechnology
and International Law (Hart 2006) bringing a specific focus on human
rights. It is the result of a collaborative effort which brings together the
contributions of a select group of experts from academia and from inter-
national organisations with the purpose of discussing the extent to which
current activities in the field of biotechnology can be regulated by exist-
ing human rights principles and standards, and what gaps, if any, need
to be identified and filled with new legislative initiatives. Instruments
such as the UNESCO Declaration on the Human Genome (1997) and on
Bioethics and Human Rights (2005) are having an impact on customary
international law. But what is the relevance of these instruments with
respect to traditional concepts of state responsibility and the function-
ing of domestic remedies against misuse of biotechnologies? Are new
legislative initiatives needed, and what are the pros and cons of a race
toward the adoption of new ad hoc instruments in an area of such rapid
technological development? Are there risks of normative and institutional
fragmentation as a consequence of the proliferation of different regulatory
regimes? Can we identify a core of human rights principles that define the
boundaries of legitimate uses of biotechnology, the legal status of human
genetic material, as well as the implications of the definition of the human
genome as ‘common heritage of humanity’ for the purpose of patenting of
genetic inventions? These and other questions are the focus of a fascinat-
ing collection of essays which, together, help to map this emerging field
of inquiry.
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Preface

This book follows and complements the previous volume Biotechnology
and International Law, Francioni and Scovazzi (eds), (Hart, Oxford, 2006)
with a specific focus on human rights. It is the result of a collaborative
effort undertaken at the European University Institute (EUI) within
the framework of the research project “The Impact of Biotechnology on
Human Rights’. This project brought together a selected group of experts
from academia and from international organisations with the purpose of
discussing the extent to which current activities in the field of biotechnol-
ogy can be regulated by existing international human rights principles
and standards, and what gaps, if any, need to be identified and filled with
new legislative initiatives. These problems were first discussed at an EUI
workshop in Florence on 25-26 October 2004 on the basis of a question-
naire which outlined two general sets of formal and substantive issues. At
the formal level, the questions raised concerned the extent to which cur-
rent instruments dealing with biotechnology and human rights—such as
the UNESCO declarations on the human genome (1997) and on bioethics
and human rights (2005)—have become part of customary international
law; what is the relevance of these instruments with respect to traditional
concepts of state responsibility and the functioning of domestic remedies
against misuse of biotechnologies; the extent to which new legisla-
tive initiatives are needed; what are the advantages and costs of a race
toward the adoption of new ad hoc legislation in an area of such rapid
technological development, as well as the risks of normative and institu-
tional fragmentation involved in the proliferation of different regulatory
regimes? At the substantive level, the workshop addressed the following
general issues: what are the core human rights principles that define the
boundaries of legitimate use of biotechnology?; what is the legal status of
human genetic material and what are the implications of the definition
of the human genome as ‘common heritage of humanity’ for the purpose
of patenting of genetic inventions?; what is the meaning of, and how can
we implement the emerging right to an equitable sharing of the benefits
arising from the commercial use of biogenetic resources?; what is the role
of human rights, and in particular of the principle of non-discrimination,
in preventing a new ‘genetic divide’ that would increase the already strik-
ing disparities between the industrialised and less developed countries?
Having reflected on these issues, participants in the project were
invited to present their preliminary papers at an EUI colloquium held in
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Florence in June 2005. This book consists of the revised and edited papers
that issued from that colloquium.

As always in the case of a collaborative enterprise, the merit for its
completion goes to many people and institutions. I wish to mention here
Riccardo Pavoni, from the University of Siena, for his valuable assistance
in preparing the background materials and the questionnaire for the
workshop; Mario Mendez, PhD candidate at the EUI, for his editorial
assistance and linguistic revision; the EUI for providing financial support
to this special project; and, above all, the contributors for having accepted
my invitation to participate in this challenging project and for their timely
response to the many queries during the drafting and editorial process.

Francesco Francioni
European University Institute
Florence
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Genetic Resources, Biotechnology and
Human Rights: the International Legal
Framework

FRANCESCO FRANCIONTI*

1. INTRODUCTION

S IT USEFUL to study the interaction between developments in bio-

technology! and international human rights? After all, isn’t science?

constantly expanding the limits of human freedom and thus compel-
ling us to re-define the substance and scope of such rights? How relevant
can it be to look at the present challenges and dilemmas posed by relent-
less advances in biotech science through the lens of a fixed catalogue
of human rights? Is a human rights approach, and indeed a law-based
approach, capable of bridging the gap between fundamentally divergent
ethical views in this area?®

These are not easy questions, and the reflections we have developed in
these collected essays do not aim at providing a uniform and definitive

" Professor of International Law and Human Rights at the European University Institute
and the Faculty of Law at the University of Siena. Email: francesco.francioni@iue.it.

! For the sake of convenience the term ‘biotechnology’ is used in this chapter in accor-
dance with the definition provided in the Convention on Biological Diversity (see www.
biodiv.org/doc/legal/cbd-en.pdf): as any technological application that uses biological
systems, living organisms, or derivates from them, in order to make or modify products or
processes for specific use.

2 The term ‘science’, as used in this chapter, is inclusive of hard science, soft science, technology,
engineering and medicine, taking into account the definition provided by UNESCO in 1974 as
an enterprise wherein humankind ‘acting individually or in small or large groups, makes an
organized attempt, by means of the objective study of observed phenomena, to discover and
master the chain of causalities; brings together in a co-ordinated form the resultant sub-systems
of knowledge by means of systematic reflection and conceptualisation ... and thereby furnishes
itself with the opportunity of using, to its own advantage, understanding of the processes
and phenomena occurring in nature and in society’. See UNESCO Recommendation on the
Status of Scientific Researchers, 18 C/ Res. 40, Nov 1974.

3 On the limits of law as a regulatory modality in relation to new technologies, see the
fundamental contribution of Stanford professor L Lessig, Code and Other Laws of Cyberspace
(New York, Basic Books, 1999).
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set of answers. On the contrary, the approach taken through the lens of
human rights is pluralistic and aimed at identifying a broad range of per-
spectives in which biotechnology regulation can be placed.

But even from the viewpoint of human rights, an evaluation of the
impact of biotechnology on international law requires a plurality of epis-
temological approaches and different levels of inquiry. At a first level, one
needs to start with the acknowledgment of the widespread perception
that the new genetic science is placing peoples in the difficult position of
facing ‘something unknown’, of not fully grasping the risks and social
implications involved in the contemporary process of developing new
biotech products and services. In this context, a human rights approach
based on transparency, information and participatory rights can con-
tribute to people’s empowerment and to raising the awareness of their
individual and collective entitlements vis-d-vis the blind power of science
and industry.

At another level of analysis, looking at biotechnology through the lens
of human rights will immediately entail the acknowledgment of the basic
freedom of scientific research and the right ‘to enjoy the benefits of sci-
entific progress and its applications’, to use the words of Article 15 of the
International Covenant on Economic Social and Cultural Rights (ICESCR).
But at the same time this freedom and this right are not absolute. They
must be balanced against certain standards of bioethics respect for which
is a condition of the legitimacy of the claim to freedom of scientific
research.? On this point, one may argue that ethical standards are always
responsive to religious and cultural specificity. That is true. But precisely
because of that resort to international human rights norms is capable of
providing a set of common, objectively defined values, inasmuch as they
reflect the universally shared values of respect for life, liberty, human dig-
nity and non-discrimination and, possibly, more specific societal values,
such as the right to information and of participation in policy decisions,
and the right to share in scientific advancement and its benefits.> At the
same time, internationally recognised human rights represent the bench-
mark against which public authorities and international institutions can
measure the legitimacy of policy choices or of specific decisions relating
to the application of modern science. This aspect is especially relevant in
the field of biotechnology. Contrary to the old-fashioned view that human
rights depend on states doing nothing, ie, non-interference with indi-
vidual autonomy, in this field governments have positive obligations to
intervene in the sphere of scientific, technological and economic activities

4 On the question of how international human rights may support ethics in scientific
research, see F Francioni, “Valori etici e diritto internazionale’ [2004] Rivista di Studi Politici
Internazionali 567.

5 See Art 27(1) of the Universal Declaration of Human Rights, n 6 below.
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in order to ensure that freedom of research and market freedoms are not
abused or distorted in such a way as to cause adverse effects on human
rights. This function is consistent with the general provision of Article 28
of the Universal Declaration of Human Rights® which, by setting out the
right to a ‘social and international order where the rights and freedoms
set forth in this Declaration can be fully realized’, calls upon governments
to take positive steps toward the development of a social structure in
which human rights can take root and be safeguarded.”

At a technical-legal level, a reason for studying the interplay between
human rights and biotechnology is that scientific and technological
advances have always had the effect of stimulating the development of
new law, both in domestic societies and in international law. Thus, it is
important to understand what role human rights have in the dynamic
evolution of the law. The development of modern biotechnologies has
spurred on the elaboration of a considerable number of treaties and soft-
law instruments designed to establish standards and oversight procedures
in relation to biotechnology related risks. At the global level, the Cartagena
Protocol on Biosafety was adopted in response to concerns that modern
biotechnology may have adverse impacts on biodiversity.® To this end,
it provides for stringent risk assessment of ‘living modified organisms’
and for advance consent by the importing state pursuant to a broad
interpretation of the precautionary approach. In the field of agriculture,
the 2001 Food and Agriculture Organisation (FAO) Treaty on Plant Genetic
Resources has established a framework of international co-operation for
the conservation and sustainable use of plant genetic resources for food
and agriculture,” based on the recognition of the sovereign rights of states
over their phyto-genetic resources and on the principle of ‘facilitated
access’ and “sharing of benefits” arising from the scientific and commercial
use of such resources.!’ Concern with biodiversity conservation and with
the risk posed to the environment by the deliberate release of genetically
modified organisms has had repercussions also on regional international
law. Of special relevance in this respect is the EU Directive of 12 March
2001, establishing a common system of authorisation and oversight of the
deliberate release of genetically modified organisms into the environment,

6 See UN AG Res. 217A (III), 1948; UN Doc A /810 (1948).
7 See Art 28.
8 See 2000 Cartagena Protocol on Biosafety, available at www.biodiv.org//doc/legal/
cartagena-protocol-en.pdf.
° See 2001 International Treaty on Plant Genetic Resources for Food and Agriculture,
available at ftp:/ /ext-ftp.fao.org/ag/cgrfa/it/ITPGRe.pdf.
10 See Art 10-13.
1 See Dir 2001/18/EC of the European Parliament and of the Council of 12 Mar 2001 on
the deliberate release into the environment of genetically modified organisms and repealing
Council directive 90/220/EEC [2001] O] L/106/1.
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as well as of the placement of such organisms or their products on the
market. In Latin America, the increasing practice of bio-prospecting has
spurred on legislation and administrative practices aimed at regulating
access to local biological material and at ensuring a fair distribution of
benefits derived from their use and commercialisation. Notable in this
regard are Decisions 391 of 1996 and 523 of 2002 adopted by the Andean
Community Commission with the objective of laying down conditions
for access to the rich repository of genetic resources of the region.!? These
Decisions are informed by the principle of benefit-sharing and the objective
of capacity-building in the interest of the Andean countries.!3

All these instruments are motivated by two distinct but interrelated sets
of concerns: protection of the environment, taking into account insufficient
knowledge of the long-term effects of genetically modified organisms
on natural ecosystems; and the creation of a system of just distribution
of benefits arising from the use and commercialisation of genetically
engineered material and its products. This second concern is of particular
relevance for developing countries: first, because they are the most important
repository of biological diversity and, consequently, of potentially useful
genetic material; secondly, because they are resisting the development of an
international legal regime based on the principle of freedom of access or of
common heritage of genetic resources, which they fear—not without good
reason—would leave them at the margins of the biotechnology revolution.
These concerns are part of the complex dialectic between industrial countries
and less-developed ones. However, the problems arising from this complex
relationship have not yet been articulated in the language of human rights,
but rather in the more elusive language of ‘sustainable development’ and
‘equitable sharing of benefits’. As we shall see in the course of this chapter,
collective rights, such as self-determination and peoples’ sovereign right
over natural resources, as well as individual and community rights may
provide a more precise and sound basis for the development of international
law in the area of biotechnology regulation.

A closer relationship between the development of biotechnology and
human rights can be found in a number of international instruments
adopted in the last 15 years in the field of biotechnology applied to human
genetic resources. At the global level UNESCO has been at the forefront
of an ambitious programme aimed at setting legal and ethical standards
applicable to the human genome. The results of this programme are, for
the time being, four important soft law instruments: the 1997 Universal

12 The two decisions are available, respectively, at http://216.15.202.3/docs/andeancom-
munity-decision391-1996-en.pdf and at www.comunidadandina.org/ingles/treaties/dec/
D523e.htm.

13 See F Novak, ‘Biotechnology and Regional Integration Systems: Legislation and Practices
in the Andean Community Countries” in F Francioni and T Scovazzi (eds), Biotechnology and
International Law (Oxford, Hart Publishing, 2006), 403 ff.
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Declaration on the Human Genome and Human Rights (UDHG),!* the
1999 Guidelines for the Implementation of such Declaration,!® and the
2003 International Declaration on Genetic Data and the 2005 Universal
Declaration on Bioethics and Human Rights (UDBHR).!¢ The UN General
Assembly endorsed the UDHG in 1998, and in following years was
engaged in the negotiation of a new convention designed to restrict
human cloning.18 At the regional level, the Council of Europe has, since
1997, adopted a variety of legal instruments setting ethical standards in
the field of biomedicine and biomedical research, including the Oviedo
Convention on Human Rights and Biomedicine,' the additional protocol
on the prohibition of human cloning,?’ the 2002 Additional Protocol on
transplantation of organs and tissues of human origin?! and the 2005
Additional Protocol on biomedical research.??

Against the background of this international legislation, and building
on the plurality of legal perspectives outlined above, this chapter will
follow a three-step analysis. First, it will try to identify the competing
entitlements—property rights, sovereignty, common heritage—that
present international law recognises over genetic resources and their use,
including their exploitation through biotechnology applications Secondly,
it will focus on the general interest that humanity as a whole has in the
conservation and management of genetic resources and in the regulation
of related biotechnology. Thirdly, it will try to outline a core of international
human rights respect for which should be considered a condition sine qua
non for the legitimate exercise of the freedom of science and business in
the development and application of modern biotechnology.?*

14 See Universal Declaration on the Human Genome and Human Rights, 11 Nov 1997,
available at the UNESCO website, at www.unesco.org.

15 See C/Resolution 23 of 16 Nov 1999, endorsing the guidelines for the implementation of
the Universal Declaration on the Human Genome and Human Rights.

16 The International Declaration on Human Genetic Data was adopted on 16 Oct 2003, and
the Universal Declaration on Bioethics and Human Rights on 19 Oct 2005. Both are available
in the UNESCO website, at www.unesco.org.

17 See A/RES/53/152 of 9 Dec 1998.

18 See the draft text addressed to the UN Secretary General by the Government of Costa
Rica on 2 Apr 2003, UN doc. A/58/73 of 17 Apr 2003.

19 See Convention for the Protection of Human Rights and Dignity of the Human Being
with regard to the Application of Biology and Medicine: Convention on Human Rights and
Biomedicine, Oviedo, 4 Apr 1997, CETS n 164.

20 Gee Additional Protocol to the Convention for the Protection of Human Rights and
Dignity of the Human Being with regard to the Application of Biology and Medicine, on the
Prohibition of Cloning Human Beings, Paris, 12 Jan 1998, CETS n 168.

2l See Additional Protocol to the Convention on Human Rights and Biomedicine concern-
ing Transplantation of Organs and Tissues of Human Origin, Strasbourg, 24 Jan 2002, CETS
n 186.

22 Gee Additional Protocol to the Convention on Human Rights and Biomedicine concern-
ing Biomedical Research, Strasbourg, 25 Jan 2005, CETS n 195.

2 Of course, in this analysis one cannot ignore the fact that modern genetic science pro-
duces a new form of technological power very different from that exercised by the State and
to which traditionally human rights abuses are related. On this aspect see CG Weeramantry
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2. SOVEREIGN RIGHTS AND BIO-GENETIC RESOURCES

Central to the discussion on how modern biotechnology affects interna-
tional human rights is the identification of who has rights over the genetic
resources that form the raw material from which biotechnology develops
new products and new processes. A fundamental distinction in this respect
is necessary between plant and animal genetic resources on the one hand
and the human genome on the other. While the latter is covered by con-
ventional human rights law and by specific soft law instruments—to be
examined later—the former, insofar as they belong to the natural environ-
ment, may be brought under the general rule of international law according
to which the physical space of the world is allocated to national spheres of
jurisdiction coinciding with the territory of a given state. Counterparts of
this rule are the regime of the high seas,? where no sovereignty is recog-
nised and freedom of access is guaranteed to all states, and the special
regime of the common heritage of humankind that has emerged with
regard to the international seabed area.? If we leave these exceptions aside
for the time being (they will be dealt with in section 3), the question we
must address is the following: is the principle of sovereignty, and in par-
ticular the post-colonial principle of ‘permanent sovereignty’ over natural
resources, applicable to plant and animal genetic material that constitutes
the object of biotechnology investigation and commercial application? This
question is preliminary to any further discussion of the right of access to
genetic material because there is a fundamental distinction between natural
resources understood as minerals or as biological resources the utilisation
of which entails depletion and consumption in the course of economic
activities, and bio-genetic resources whose genotype, rather than phenotype,
is targeted for sampling and biotechnological application with negligible
impact on the environment. This distinction, although well-founded in sci-
ence, has not fitted comfortably into existing categories of international law.
At the beginning, in the early 1980s, recognition of the enormous potential
of modern biotechnologies for agriculture led the FAO to proclaim that
plant genetic resources are an exception to the principle of permanent
sovereignty, insofar as they constitute, by their very nature, part of the
common heritage of humankind. The International Undertaking on Plant
Genetic Resources adopted in 1983% recognised that plant germoplasm
is a public good of economic and social value to be ‘explored, preserved,

evaluated and made available for plant breeding and scientific purposes’,?’

(ed), Human Rights and Scientific and Technological Development (Tokyo, United Nations
University Press, 1990).

24 See 1982 United Nations Convention on the Law of the Sea (UNCLS), 1833 UNTS 397, part VIL
% Tbid, part XI.

26 See FAO Res. 8/83, Rome, 1983, available at ftp:/ /ext-ftp.fao.org/cgrfa/Res/C8-83E.pdf.
77 See Art 1.
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consistently with ‘the universally accepted principle that plant genetic resources
are a heritage of mankind and consequently should be available without restric-
tion’.8 In spite of this unambiguous recognition of plant genetic resources
as part of humanity’s collective genetic estate, subsequent developments
in international law have fallen short of implementing the principle of the
common heritage of humankind with respect to this type of resource. In
sharp contrast to developments in the law of the sea—which led to the
implementation of the principle of the common heritage of humankind
with respect to the mineral resources of the deep seabed—the FAO gradu-
ally departed from its initial position and progressively turned toward a
cautious recognition of ‘sovereign rights’ as a legal model to regulate the
exploration and development of genetic resources.? This legal revirement
was undoubtedly influenced by the objective difficulty of developing,
within the structure of the FAQO, effective institutional mechanisms capable
of managing the principle of the common heritage of humankind;* but it
was also related to the major change of policy perspective introduced by
the negotiation and subsequent adoption of the Convention on Biological
Diversity3! This convention, while proclaiming in its preamble that
biodiversity constitutes ‘a common concern of humankind’, explicitly
recognised in Article 3 that ‘States have ...the sovereign right to exploit
their own resources’. This provision was reinforced by Article 15, which
recognises that access to genetic resources is subject to ‘the sovereign rights
of States over their natural resources’ and that ‘the authority to determine
access to genetic resources rests with the national government and is sub-
ject to national legislation’. Since the entry into force of the biodiversity
convention in 1993, the paradigm of ‘sovereign rights’ over biological
resources, including genetic resources, has influenced negotiations within
the FAO for the adoption of a multilateral framework of facilitated access
and benefit sharing as regards genetic resources important for agriculture.
The so-called Seed Treaty adopted by the FAO Conference in 200132 has
clearly followed a sovereignty-based approach towards access to, and
exchange and exploitation of, genetic material. Thus, it has departed from
the initial common heritage approach embraced in the 1980s.

Read against the background of this evolving practice, the question we
raised at the outset—ie, whose rights are involved in the governance of

28 Tbid (emphasis added).

2 See the amendments of the Undertaking by subsequent ‘agreed interpretations’ in 1989
(Res. 4/89, available at ftp:/ /ext-ftp.fao.org/cgrfa/Res/C4-89E.pdf; Res. 5/89, available at
ftp:/ /ext-ftp.fao.org/cgrfa/Res/C5-89E.pdf) and 1991 (Res. 3/91, available at ftp:/ /ext-ftp.
fao.org/cgrfa/Res/C3-91E.pdf). See M Footer, ‘Agricultural Biotechnology, Food Security
and Human Rights’ in Francioni and Scovazzi (eds), 255 ff n 13 above, and F Francioni,
‘International Law for Biotechnology’, 3ff in ibid.

30 See Footer, n 29 above.

531 See n 1 above.

32 See Resolution 3/01 of the FAO Conference, available at http://pgrc3.agr.gc.ca/itgrfa/
conference_e.html; see n 9 above.
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biotechnologies—prompts a preliminary answer: at least with regard to
plant genetic resources and, by analogy, animal genetic resources found
within state territory, national governments and non-state actors involved
in the development of relevant international law have not accepted the
application of the principle of the common heritage of humanity. Instead,
they have preferred to follow the established sovereign rights approach,
which guarantees their role as gate keepers in this new possible field
of economic development. This practice must be taken into account in
assessing the role that human rights play in the regulation of genetic
resources and biotechnology. In the field of biogenetic resources for
agriculture, international law still recognises the central role of the state
as source of authority and of regulation of access and economic utilisation
of resource-related activities. Naturally, states are free to transfer their
authority, or if we prefer their ‘sovereign rights’, to international
organisations, as in the case of the EU. But this means only that the
identification of human rights involved in biotechnology governance will
need to take place in the context of powers (and regulatory competence)
transferred to an international or supra-national organisation. In the case
of the EU this task is facilitated by the existence of a specific ‘charter of
rights’, now incorporated into the Constitutional Treaty.?®

3. COMMUNITY INTERESTS AND RIGHTS

3.1 The Human Genome

In sharp contrast to the re-assertion of sovereign rights over bio-genetic
resources relevant to food and agriculture, human genetic resources—the
subject of investigation and application in medicine and pharmacol-
ogy—have increasingly been perceived as part of the common heritage
of humanity. As such, they are not deemed to fit the category of ‘natural
resources’, so as to fall within the ‘sovereign rights” of the territorial state.
As is known, developments in this field are due mostly to the ground-
breaking research done in the last decade to complete the so-called map-
ping of the human genome. The results achieved thus far open possibilities
of application of gene technology to the life sciences, with the promise of
improving the health, longevity and welfare of many human beings. At
the same time, the prospect of biotechnological applications to human
genetic material has raised justifiable fears that human beings may be
reduced to ‘means’ as a function of biological experimentation and possi-
bly of commercial utilisation of the knowledge derived from the former.3*

33 See further E Righini in this volume.
34 See F Lenzerini, ‘Biotechnology, Human Dignity and the Human Genome’ in Francioni
and Scovazzi (eds), n 13 above, and H Boussard in this volume.
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Against this problematic background, international practice has, in less
than 10 years, evolved toward the robust affirmation of human rights stan-
dards that rest on the extension of the principle of the common heritage of
humankind from the domain of resources to the new concept of the human
genome. Thanks to the vigorous effort of UNESCO, whose mandate in the
field of science and culture is linked to the guarantee of ‘the democratic
principle of the dignity, equality and mutual respect of men’,* the UDHG
was adopted in 1997.% Article 1 of the Declaration states: [tlhe human
genome underlies the fundamental unity of all members of the human
family, as well as the recognition of their inherent dignity and diversity. In
a symbolic sense, it is the heritage of humanity’. The use of the qualifying
phrase ‘in a symbolic sense” has been understood as weakening the legal
strength of this Article.¥” However, a more convincing explanation is that
the adjective ‘symbolic’ is rather intended to stress that the human genome
is not to be treated in a patrimonial sense, like the mineral resources of
the sea bed, and that it is not subject to forms of individual or collective
appropriation.3® Its value for humanity is thus not so much in its potential
to yield economic benefits, as is the case for the tangible natural resources
to which the same concept had previously been applied,® but rather in
its reflexive capacity to establish an ethical obligation, owed to humanity
as a whole, to preserve and safeguard the continuity of the human spe-
cies when faced with the unfathomable applications of biotechnologies
to human genetic engineering. This interpretation is buttressed by the
general context of the Declaration, which conclusively confirms an inten-
tion to proclaim the human genome as the common heritage of humanity.
The Preamble to the Declaration rejects any manipulation of the human
genome for social and political purposes in a manner that is incompatible
with the inherent human dignity of all ‘members of the human family’.4
Article 4 provides that the human genome in its natural state shall not
give rise to financial gains. This makes the human genome an asset extra
commercium, not subject to appropriation and patenting in its natural form.

35 See the UNESCO Constitution, available at http:/ /www.unesco.org, Preamble and Art 1.

36 See Universal Declaration on the Human Genome and Human Rights, 11 Nov 1997,
available in the UNESCO website, at www.unesco.org.

%7 R Pavoni, ‘Biodiversity and Biotechnology? Consolidation and Strains in the Emerging
International Legal Regimes’ in Francioni and Scovazzi (eds.), n 13 above.

% See L Sturges, ‘Who Should Hold Property Rights to the Human Genome? An
Application of the Common Heritage of Humankind’ (1997) 13 American University
International Law Review 219, at 249; Lenzerini, n 34 above.

39 See Part XI of the 1982 Law of the Sea Convention (UNCLOS), n 25 above; see also the
1979 Agreement Governing the Activities of States on the Moon and Other Celestial Bodies,
UN GA Res. 34/68 (1979), available at www.lunarregistry.com/treaties/treaty_1979.shtml.

40 See Preamble, para 4, which states ‘the recognition of the genetic diversity of humanity
must not give rise to any interpretation of a social or political nature which could call into
question “the inherent dignity and the equal and inalienable rights of all members of the
human family”, in accordance with the Preamble to the Universal Declaration of Human
Rights’.
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Article 10 requires scientific genomic research in biology and in medicine
to respect human dignity and the fundamental rights of individuals and
peoples. Further, the Declaration requires a commitment to international
co-operation in the assessment of risks and benefits deriving from genomic
research and in the promotion of developing countries” capacity to carry
out such research and to benefit from its technological applications.

Obviously, the UDHG is not a binding treaty. Its text can at best be
understood to reflect emerging principles of international law which,
though expressed in the soft law form of the Declaration, are designed to
model the evolution of customary law and eventually to harden into more
detailed and exacting standards. In any event, it is difficult to deny that
the Declaration has already affected the opinio iuris of the international
community. Its text emanates from the UNESCO General Conference,
a body of universal character, where states can express their opinion and
cast their vote. Its adoption by acclamation was preceded by extensive
consultations and technical preparatory work, with the participation of
civil society and the epistemic community with all its scientific, legal,
ethical components. No objections or reservations were put on the record
at the time of its adoption. After its adoption, the UN General Assembly
endorsed its text by Resolution of 9 December 1998.4! Further, the
Universal Declaration has not remained an isolated act. In 1999 UNESCO
adopted a resolution laying down implementing measures designed to
facilitate the interpretation and application of the Declaration in domestic
law.*? In October 2003 the General Conference adopted the International
Declaration on Human Genetic Data,®® a document that confirms the
status of the human genome as the common heritage of humanity.

All the documents discussed above have received broad support
from the international community. In 2005 they provided the necessary
background against which UNESCO adopted the UDBHR. Most
importantly, they are providing principles and criteria which regional
organisations and domestic legal systems are drawing upon in drafting
legislation and codes of ethics for the exploration and use of the human
genome consistent with its nature as a public good.

3.2 Bio-genetic Resources in Common Spaces

Can the principle of common heritage be applied to genetic resources other
than the human genome? Can it provide a normative model, in certain cir-
cumstances, for the regulation of plant and animal genetic resources also?
These questions arise because, although most genetic resources are located

41 See n 17 above.
42 See n 15 above.
4 See n 16 above.
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in areas subject to national jurisdiction, biotechnology research and indus-
try are increasingly attracted by the genetic material found in organisms
that have developed in spaces beyond national jurisdiction—such as the
deep sea and Antarctica.** There is no state sovereignty in these areas, or
at least no generally recognised sovereignty; therefore, there cannot be
any uncontested ‘sovereign right” within the meaning of section 2 of this
chapter. A lack of such a right does not, however, entail that the applicable
regime must necessarily be that of common heritage. An alternative model
could be that of freedom, as is applicable to the high seas and comparable
spaces beyond national jurisdiction. Two arguments might support the
application of the principle of freedom in these areas. The first is the close
analogy of genetic prospecting and development with fishing, which
is one of the classic freedoms of the high seas.*> The second argument
is that bio-prospecting is a manifestation of scientific research, which is
also subject to the regime of freedom under customary international law
and under UNCLOS.%® However, these arguments are not conclusive. In
our view, exploration and collection of genetic material in areas beyond
national jurisdiction cannot be assimilated to fishing. Fishing consists of
harvesting biological resources for human consumption, or agricultural
or commercial use, and has no relation to the identification and possible
technological development of the intangible genetic patrimony contained
in living organisms. Freedom to fish entails freedom for the fisherman
to appropriate, process and sell the catch, on the assumption that the
resources in question are renewable and that, accordingly, anyone can
have access to them as long as the equal freedom of others is respected.
In the case of genetic resources it is the genetic information contained in
the targeted living organism that is at stake. Access to such information
does not necessarily entail automatic appropriation of the knowledge
that will form the basis of biotechnological application. On the contrary,
such knowledge should be considered part of a global common because
of its nature as open knowledge available to everyone, and because of
its location in common areas where no one can assert property rights or
‘sovereign rights’ within the meaning of section 2 of this chapter. By the
same token, application by analogy of the regime of freedom governing
marine scientific research also does not lead to the conclusion that such
freedom entails the right to appropriate the bio-genetic resources of com-
mon spaces. On the contrary, rules relating to marine scientific research

4 See T Scovazzi, ‘Bioprospecting on the Deep Seabed: A Legal Gap Requiring to Be Filled’
in Francioni and Scovazzi (eds), n 13 above, as well as P Vigni, ‘Bioprospecting in Antarctica:
The Economic Value of a Natural Reserve’ in ibid; and Al Guyomard, ‘Bioprospecting in
Antarctica: A New Challenge for the Antarctic Treaty System’ in ibid.

4 T Scovazzi, La pesca nell’evoluzione del Diritto del Mare (Milan, Giuffre, 1979).

46 R Pisillo Mazzeschi, ‘La ricerca scientifica ed il nuovo diritto internazionale del mare’ in
T Treves (ed), La ricerca scientifica nell’evoluzione del diritto del mare (Milan, Giuffre, 1978).
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are activity-related, in the sense of establishing rights and obligations
applicable to the conduct of science operations at sea. But in no way can
such rules, customary or contained in Part XIII of UNCLOS, be used to
establish ownership or sovereign rights over resources. This is made clear
by Article 241 of UNCLOS, which provides that:

Marine scientific research activities shall not constitute the legal basis for any
claim to any part of the marine environment or its resources.

Seen against this background, the issue of which regulatory model should
govern access to and exploitation of genetic resources located in common
spaces cannot be laid to rest with either the ‘sovereign rights” model or
the free-for-all regime. The correct solution, therefore, must be found in
a public common regime, based on the recognition that genetic material
found in such spaces constitutes the common estate of humanity, for
the conservation and exploitation of which international mechanisms
are needed, ensuring co-operation and institutional oversight. No such
specific mechanism exists today. However, if we were to follow a simple
criterion of competence ratione loci, it would be logical to identify the
competent institution for marine genetic resources as the International
Sea Bed Authority. The mandate of this body is, it must be conceded, lim-
ited to the management of mineral resources in the international seabed
area. However, nothing would prevent the states party to UNCLOS from
formally extending jurisdiction to this new type of resource, unforeseen
at the time of the UNCLOS negotiations. In the alternative, an ‘evolu-
tive’ interpretation of Part XI of the Convention could be adopted, taking
into account the criterion of ‘proximity’ of the most important genetic
resources to the hydrothermal vents in the deep seabed area.*” Or this
issue might be considered in the context of current initiatives for UN sys-
tem reform with a view to establishing a new International Environmental
Organisation,* the mandate of which would also include standard-set-
ting and the monitoring of prospecting and exploitation activities aimed
at genetic resources in the seas beyond national jurisdiction.

However, entrusting the implementation of common heritage to an
existing international institution, or to one to be constituted ad hoc, is not
the only solution. The principle of common heritage in its substantive
aspect is, like any norm of international law, perfectly capable of being
applied in a decentralised manner by states. Even in the absence of ad hoc
institutions every state is under an obligation to respect and fulfil the

47 For an assessment of the potential in the genetic traits of organisms living in extreme
environmental conditions, with scarcity of light and temperature variations, see Scovazzi,
n 44 above.

48 See F Francioni, ‘The Role of the EU in Promoting Reform of the UN in the Field of
Human Rights and Environmental Protection’ in the European Union, The European Union
and the United Nations (Paris, Institute for Security Studies, 2005), 31 ff.
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principle of the common heritage by ensuring that subjects within its
jurisdiction do not act contrary to its object and purpose. This would
be the case if a state authorised or negligently failed to prevent bio-
technological activities in common spaces that had the effect of causing
severe and irreversible damage to the unique biodiversity of that space.
Similarly, a state would fail the common heritage if it authorised exclusive
appropriation of genetic resources without requiring equitable sharing of
pertinent scientific knowledge and without ensuring that a fair portion
of economic benefits accruing from their exploitation be devoted to the
conservation and sustainable development of such common resources.®
Similar criteria apply to the genetic resources of Antarctica. Here, the 40
plus years of uninterrupted co-operation within the framework of the
Antarctic Treaty (1959)*° would give the Antarctic Treaty Consultative
Meeting (ATCM) undisputed authority to regulate bio-prospecting in the
Antarctic Treaty Area, in the interest of humankind and in conformity
with the principle of free exchange of scientific information.>!

The criteria above do not entail that the international seabed or
Antarctica may not be treated like great laboratories open also to private
scientific operators interested in the biotechnological development of
the respective resources. On the contrary, it simply entails that (a) access
to these resources occurs within a regulatory framework capable of
preserving the interest of humankind in the conservation and sustainable
development of these areas; (b) the technological advances and financial
return produced by bio-prospecting be equitably shared, under the
authority of relevant international institutions or multilateral regimes
such as the International Sea Bed Authority or the ATCM; and (c) in
the absence of multilateral mechanisms, individual states regulate
bio-prospecting and exploitation of the genetic resources of common
spaces with full respect for their character as part of the common good
of humanity, so as to avoid recognition of ownership and appropriation
simply on the basis of earlier finding and discovery.>?

4. INDIVIDUAL AND COLLECTIVE HUMAN RIGHTS

Having clarified the manner in which international law allocates rights of
control over bio-genetic resources, we can now proceed to the examination of

4 See B Conforti, ‘Notes on the Unilateral Exploitation of the Deep Seabed’ (1980) 4 Italian
Yearbook of International Law 3.

50 See http:/ /sedac.ciesin.org/entri/texts/acrc/at.txt.html.

51 See F Francioni, ‘Antarctica and the Common Heritage of Mankind’, in Francioni and
Scovazzi (eds), International Law for Antarctica (Milan Giuttré, 1987), 101 ff.

52 For a precedent applying these criteria in the domestic law context, see Edmonds Institute
et al v Bruce Babbit (US District Court for the District of Columbia, 24 Mar 1999, available at
www.edmonds-institute.org/ yellowstone98561.pdf), concerning Yellowstone National Park.
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the way in which biotechnology applied to such resources affects interna-
tionally recognised human rights. The scope of this part of the chapter is
limited to a general overview of human rights guaranteed under general
international law. Other contributions in this volume will address human
rights issues arising from the regulation of biotechnology in specific treaty
regimes and in international organisations.53 In this perspective, one must
recognise at the outset that the content and scope of the category of inter-
national human rights under customary international law remain some-
what elusive. Faced with a vast array of treaty and soft law instruments
on the protection of an infinite variety of human rights, states continue to
debate what constitutes the universally shared core of human rights that
they must respect and protect as a matter of customary international law.
Globalisation, with its powerful integrative force at the economic, social
and cultural level, has the effect of raising levels of rights awareness in
the most diverse legal systems, thus fostering recognition of basic human
rights as the mainstay of an open and democratic society. At the same time,
for the recurrent law of ‘unintended consequences’, the historical process
of globalisation is also fuelling a centrifugal trend toward the search for
specific identity, often found in opposition to cosmopolitan values in the
traditions and moral beliefs of the nation, of minorities or groups. This
phenomenon is particularly evident in the area of ‘cultural rights’, where
claims to the enactment and respect of a specific world view and prac-
tice may be pitted against internationally recognised human rights, and
even the rights of individuals within the group. Such antinomy between
the universal and the particular complicates, but does not exclude, the
identification of a core of generally recognised human rights rooted in the
inherent value of human dignity and shared humanity. The International
Court of Justice,® the practice of international criminal tribunals® and
state practice, including that of national courts,*® recognise the existence
of a body of customary international law on human rights binding upon
states independently of their consent to specific treaties. This body of
law has been constantly expanding since the adoption of the UN Charter
and of the Universal Declaration of Human Rights. It today includes the

53 See S Millns, E Righini, A Yusuf, K Abbott, K Mechlem and T Rainey, E-U Petersmann
and D Galligan in this volume.

54 See Barcelona Traction, Light and Power Company, Limited (Belgium v Spain), [1970] IC] Rep
32; Military and Paramilitary Activities in and Against Nicaragua (Nicaragua v United States of
America) [1986] IC] Rep 14; Advisory Opinion on the Legality of the Threat or Use of Nuclear
Weapons [1996] IC] Rep 226; Advisory Opinion on the Legal Consequences of the Construction
of a Wall in the Occupied Palestinian Territory, 2004, all available at www.icj-cij.org/idecisions.
htm.

5 See A Cassese, International Law (Oxford, Oxford University Press 2003), 393 ff.

% For a comparative overview of national courts’ treatment of international human rights
obligations, see B Conforti and F Francioni (eds), Enforcing International Human Rights in
Domestic Courts (The Hague/Boston/London, Martinus Nijhoff, 1997).
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prohibition of the most egregious violations of human dignity, such as
genocide, slavery, torture and racial discrimination, as well as of violent
suppression of the right to self-determination of peoples, of prolonged
and widespread deprivation of personal liberty and of so-called ‘gross
violations of human rights’.>” The emergence of these rights has contrib-
uted to the transformation and modernisation of international law from
a legal order governing diplomatic relations between states to a more
mature legal order applicable also to non-governmental actors. The impli-
cations of this transformative process are far-reaching. First, states can
be held internationally accountable also toward individuals at the level
of primary human rights obligations, even if secondary rules on respon-
sibility and remedies may still be lacking or limited to regional human
rights regimes, notably the European Convention and the Inter-American
System. Secondly, human rights obligations are not reciprocal, like most
classic customary international law obligations, but are integral, owed to
the international community as a whole; thus, they operate erga omnes.”®
Thirdly, the assumption that every state has an interest in the respect for
basic human rights as a matter of international public policy has contrib-
uted to the ‘constitutionalisation’ of a core of fundamental human rights
norms in terms of ius cogens, or peremptory norms, endowed with inher-
ent normative strength so that no single state, alone or in conjunction with
others, may dispose of them at will. In this perspective, jus cogens repre-
sents the most powerful legal tool to support the concept of ‘international
community’, as a collective entity that transcends the sovereignty of states
and encompasses them uti universi. Fourthly, the idea that fundamental
human rights constitute a common concern of the international commu-
nity has led to the development and enforcement of the principle of inter-
national criminal liability of individuals who commit serious violations of
human rights falling within the category of international crimes.>

The considerations above are especially relevant in the context of a
discussion on the role of human rights in the international regulation of
biotechnology. First of all, they indicate that, even though the status of
and access to genetic resources may still be subject to ‘sovereign rights’,
the legitimacy of their biotechnological applications must be gauged

57 Restatement (Third) of the Foreign Relations Law of the United States (St Paul, Minn, West,
1987).

%8 See Barcelona Traction and Advisory Opinion on the Wall, n 54 above; B Simma,
‘International Human Rights and International Law’ in Academy of European Law (ed),
Collected Courses of the Academy of European Law, Vol. IV (Leiden and Boston, Mass, Martinus
Nijhoff, 1995).

% This happened, in particular, with the institution of the International Criminal Tribunal
for the Former Yugoslavia (ICTY) in 1993 (the text of the statute is available at www.un.org/
icty /legaldoc/index.htm), of the International criminal tribunal of Rwanda (ICTR) in 1994
(the text of the statute is available at www.ictr.org/ENGLISH/basicdocs/statute/2004.pdf),
and of the International Criminal Court (ICC) in 1998 (the text of the statute is available at
www.un.org/law /icc/statute/romefra.htm).
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in accordance with human rights standards, in respect of which the
international community as a whole has a legal interest. Secondly, the
very notion of international human rights entails that relative standards
are binding not only upon states, whose sovereignty is thereby limited,
but, at least in an indirect manner, also on private actors, especially
powerful new scientific and economic entities—science concerns and
business corporations—which can command the technological power
necessary to develop and market genetically engineered products. Finally,
the introduction of human rights discourse into biotechnology regulation
will necessarily entail a deconstruction of the unity and indivisibility
of the sovereign state to identify whose individual or collective human
rights are actually affected by biotechnology applications.

In the following sections I will look through the lens of this complex
normative development to try to discern which human rights are most
directly affected by biotechnologies. The focus will be on the following set
of rights: (1) human dignity; (2) non-discrimination, (3) self-determination,
(4) rights pertaining to the human body, such as life, integrity, health,
(5) economic and social rights, including intellectual property rights and
sustainable development. This is by no means an exhaustive catalogue of
human rights potentially affected by bio-engineering techniques. But it
represents the preliminary legal framework within which a more detailed
analysis of the human rights involved in biotechnology applications
can be developed. This will be the task of the specific contributions in
this volume which are devoted to particular regulatory regimes and to
specific categories of human rights.®

5. HUMAN DIGNITY

The broadest human right concept invoked in the context of biotechnology
is human dignity. This is a fundamental concept in international human
rights law. The 1948 Universal Declaration refers to it in the Preamble
as ‘the foundation of freedom, justice and peace in the world®! and
incorporates it in Article 1, which states that ‘human beings are born free
and equal in dignity and rights’. Subsequent human rights instruments
have systematically referred to human dignity as the foundation and

60 See Parts II, I1I, IV, V and VI of this volume.

61 See the first recital, which reads as follows: ‘[w]hereas recognition of the inherent
dignity and of the equal and inalienable rights of all members of the human family is the
foundation of freedom, justice and peace in the world’. Human dignity is also referred to in the
fifth recital, which states: ‘[w]hereas the peoples of the United Nations have in the Charter
reaffirmed their faith in fundamental human rights, in the dignity and worth of the human
person and in the equal rights of men and women and have determined to promote social
progress and better standards of life in larger freedom’.
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wellspring of specific human rights.®? In Europe, the value of human dig-
nity constitutes the cornerstone of the 2000 Charter of Fundamental Rights
(Article 1), now incorporated into the Treaty adopting a Constitution for
Europe (Article II-61).9 In the well known case of Netherlands v European
Parliament and Council, Advocate General Jacobs stated that human dig-
nity is ‘perhaps the most fundamental right of all, and is now expressed
in Article 1 of the Charter’.* In the field of biotechnology the concept of
human dignity works as a threshold standard against which to test the
different applications of genetic engineering techniques. In this role it
performs a dual function: (1) on the one hand, it may provide the ethical
and legal justification for the development and application of new bio-
technologies; and (2), on the other, it is the guiding principle in setting
boundaries to the permissibility of the variety of policy options offered by
biotechnologies in fields such as bio-medicine and agriculture.

(1) As an ethical justification for the development and application
of new biotechnologies, human dignity can play an important role in
supporting the legitimacy of cutting edge scientific research in the field
of medicine and genetic therapy for hereditary or otherwise incurable
diseases, and generally in promoting participation in scientific progress
consistent with Article 27(1) of the Universal Declaration of Human
Rights.®> The potential benefits of such progress, especially for people
who suffer, or may be born suffering, from severe diseases and disabilities
of a genetic nature constitutes a powerful ethical and human rights
argument to counter-balance the cultural or religious objections of those
who are opposed to playing with a matter of life or the design of nature.%
Similarly, in the field of agriculture, respect for and protection of human
dignity can be an important factor in adopting a policy favourable to
the introduction of genetically modified crops or the distribution of
genetically modified food when this represents the most effective way

62 See, eg, the Preamble to the Supplementary Convention on the Abolition of Slavery,
the Slave Trade, and Institutions and Practices Similar to Slavery (1956), 266, UNTS, Vol.
3; the Preamble to the International Convention on the Elimination of All Forms of Racial
Discrimination (1966), Vol. 660 UNTS, 195; the Preamble to the two 1966 UN covenants
on human rights (see International Covenant on Economic, Social and Cultural Rights
(ICESCR), Vol. 993, UNTS, 3; International Covenant on Civil and Political Rights (ICCPR),
Vol. 999, UNTS, 171); the Preamble to the 1973 International Convention on the Suppression
and Punishment of the Crime of Apartheid, available at www.unhchr.ch/html/menu3/
b/11.htm; the Preamble to the 1984 Convention against Torture and Other Cruel, Inhuman
or Degrading Treatment or Punishment (1985) 24 ILM 535.

6 Further on human dignity and common values in Europe, see S Millns in this volume.

64 Opinion of AG Jacobs of 14 June 2001 in Case C-377/98 Netherlands v European Parliament
and Council [2001] ECR 1-7079, para 197.

% See n 6 above.

% C Campiglio, ‘"Human Genetics, Reproductive Technology and Fundamental Rights’
(2005) 14 Italian Yearbook of International Law 83.
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to deal with situations of severe poverty, famine or malnutrition that
endanger the dignity, subsistence and the very life of people.®”

(2) As a constraint, human dignity has already begun to perform
a specific role in relation to the manifold applications of biotechnologies,
notably in the field of biology and medicine. The UNESCO UDHG, with
related instruments, the Council of Europe Biomedicine Convention
and the Charter of Fundamental Rights included in the Constitution
for Europe are all based upon the primacy of human dignity over the
interests of scientific research and technological innovation. In particular,
respect for human dignity entails that biotechnological applications in the
field of medicine shall: (1) respect the uniqueness and diversity of human
beings and, accordingly, avoid a reduction of individuals to their genetic
characteristics;?® (2) respect the free and informed consent of interested
persons, in accordance with the modalities established by law; (3) avoid
eugenic practices, especially those aimed at the selection of human
beings; (4) be based upon the principle that the human genome and
parts of the human body may not be disposed of for monetary gain; and
(5) shall conform to the basic prohibition of reproductive human cloning.®
Of course, recourse to such a fluid and open-ended concept as human
dignity leaves undecided what is ‘human’ and whether technological
application on the stem cells of human embryos is permissible in view of
therapeutic benefits, as discussed above. This remains a contentious area,
where national legislation and, more importantly, fundamental ethical
standards in different societies continue to diverge. In particular, there is
no consensus on the question of when human life begins,” whether human
embryos are protected under the principle of human dignity, whose
consent is relevant—that of the parents?, the spouse?, the future human
being?, the beneficiary?—and, ultimately, on how to balance protection
of the nascent life of the embryo with other legitimate objectives, such as
protection of the health of others, the self-determination of the mother,
the rights of the spouse or the utilisation of the embryo cells for scientific
and therapeutic purposes. Given the highly subjective concept of "human
dignity” and differing ethical perceptions of the stage of life formation
at which the term ‘human’ and the empowering notion of ‘dignity” may
apply, it is impossible, at least in the short term, for a human rights
approach to develop solely on the basis of a universally shared notion of
human dignity. This, however, does not mean that the concept is useless.

7 T Mechlem and K Raney in this volume.

% See Art 2 of the Universal Declaration on the Human Genome and Human Rights, n 14
above. On this point, see N Lenoir, ‘La Declaration Universelle sur le genome humain et les
droits de 'homme de 'UNESCO’ in Conseil d’Etat, Rapport public du Conseil d’Etat (1998).

% See Art 1I-63 of the 2004 Treaty establishing a Constitution for Europe [2003] OJC
169/01.

70 See Vo v France, App no 53924/00, [2004] ECHR 326.
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In my view, it provides an important legal tool for establishing a dialogue
between different and sometimes radically opposed ethical camps.
It permits a better understanding of the interests and reasons involved in
the moral claims of others, whether to absolute respect for the sacredness
of life or to the need to make use of the opportunities science offers
to prevent or remedy severe genetic diseases capable of impairing or
destroying the dignity of the bearers.

6. NON-DISCRIMINATION

One of the positive consequences, in moral and social terms, of genetic
science, and in particular of the Human Genome Diversity Project
(HGDP), is the production of scientific evidence that there is no biologi-
cal basis for the concept of ‘race” and that persons belonging to the same
racial-ethnic group may indeed have a more diverse genetic patrimony
than people who may be profiled as belonging to different racial groups.
This disclosure of the “universality’ of the human genome is, no doubt,
a significant contribution to the consolidation of the ethical basis of the
principle of non-discrimination. This has been acknowledged by the
UDHG, which states that the human genome ‘underlies the fundamental
unity of all members of the human family’”?, this principle also provides
the rational justification for the inclusion of a non-discrimination norm in
virtually all human rights treaties.”?

At the same time, genetic science and technology, especially in the
field of medicine, are raising new possibilities of discrimination. From
a general point of view, the most threatening type of discrimination can
come from a new conceptualisation of ‘normality” based, rather than on
the natural definition as a state of physical and mental wellbeing, on a
genetic connotation, which includes the hidden predisposition to some
health impairment or, conversely, the search for a certain quality of life.
In this context, it is clear that the more genetic tests and therapies are
made available, the greater the gap will grow between the fortunate who
have access to such tests and therapies and those who do not. This new
‘discrimination” would run along the fault line that separates the rich
world from the less developed world.”

At a more practical level, the principle of non-discrimination may play
an important role in genetic patenting. A recent case brought before the

T Art 1.

72 See, eg, Art 14 of the ECHR with additional Potocol 12, Art 1 para 1 of the American
Convention, Arts 2, 14 and 26 of the ICCPR.

73 For an in-depth analysis of these implications, see the yet unpublished PhD thesis by
A Rouvroy, Human Genetics and Justice: Sustaining Uncertainty (Florence, European University
Institute, 2005).
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European Patent Office offers an example of race utilisation in patent
specification. Myriad Genetic claimed a patent relating to a gene probe
‘for diagnosing a predisposition to breast cancer in Ashkenazi Jewish
women’. The relevant gene mutation related to ovarian and breast cancer
and was found to be prevalent in Ashekenazi Jewish population in the
order of 1 per cent as compared to 0.1 per cent of the general population.
The European Society of Human Genetics strongly opposed diagnostic
targeting of a racial group in a gene patent application. In particular,
it argued that genetically discriminating considerations are contrary to
ordre public and public morality. The European Patent Office decided to
uphold the patent in amended form, stating that it ‘relates to use of a
particular nucleid acid carrying a mutation of the BRCA 2-gene, which is
associated with a predisposition to breast cancer for in vitro diagnostic of
such predisposition in Ashkenazi Jewish women’.7*

But the area where the risk of discrimination on a genetic basis is the
highest and most disturbing is that of insurance and employment. Here
the questions arise: (1) whether insurers and employers may be allowed
to require genetic tests as a condition of insurance or employment;
(2) whether insurers or employers may require disclosure of prior genetic
tests by the applicant; and (3) whether insurers or employers may give
weight for business purposes to genetic information voluntarily provided
by applicants. Prima facie, the answer to these questions appears to be
negative in the light of the norms contained in universal and regional
instruments on bioethics. For example, Article 11 of the Council of Europe
Convention on Biomedicine stipulates that ‘any form of discrimination
against a person on grounds of his or her genetic heritage is prohibited’.
More specifically, Article 12 prohibits predictive tests except for health or
scientific research reasons. The same principles are upheld in the UDHG
(Article 6), in the International Declaration on Human Genetic Data
(Articles 7 and 14) and in the ECOSOC Resolution on Genetic Privacy and
Non-Discrimination, of 21 July 2004, which ‘[u]rges States to ensure that
no one shall be subjected to discrimination based on genetic information;
[a]lso urges States to protect the privacy of those subject to genetic testing
and to ensure that genetic testing and the subsequent processing, use
and storage of human genetic data is done with the prior, free, informed
and express consent of the individual or authorization obtained in the
manner prescribed by law consistent with international law, including
international human rights’.”> As we can see, the international standards
on non-discrimination are clear. Thus genotypic differentiations resulting

74 EPO press release, ‘Patent on Breast Cancer Gene-2 maintained in amended form after
public hearing’, 29 June 2005.

75 The text of the resolution is available at: www.un.org/docs/ecosoc/documents /2004 /
resolutions/eres2004-9.pdf.
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in discriminatory treatment in the field of employment and insurance are
not permissible. Naturally, to translate these standards into enforceable
prohibitions in domestic law requires precise regulation and a considerable
degree of public intervention in insurance and employment markets
where private lobbies may show considerable resistance. However, it is
fair to say that so far, even in those countries in which heath care is funded
by private insurance, there is no indication that genetic science may be
leading to systematic discrimination and to the creation of a ‘genetic
underclass’’® of unemployable and uninsurable people.

7. SELF-DETERMINATION

Self-determination, originally conceived as the right of peoples to accede
to self-government, has become an important component of international
human rights. The two UN Covenants, on Civil and Political Rights”
and on Economic, Social and Cultural Righ’rs,78 are both premised on
recognition, in identical terms, of the right to self-determination in their
respective Articles 1. Similar recognition can be found in the 1982 African
Charter of Human and Peoples’ Rights.” At the core of this right is the
entitlement of all peoples to ‘freely determine their political status and
freely pursue their economic, social and cultural development’.® But
how can this rather indeterminate right be relevant to the governance of
biotechnology in the post-colonial world?

First, as indicated in section 2 of this chapter, self-determination
complements and reinforces the sovereign right of all peoples to ‘freely
[to] dispose of their natural wealth and resources’?! including biogenetic
resources within their territorial jurisdiction. As a collective right of
the ‘peoples’, self-determination also entails the right freely to pursue
economic, social and cultural development.??

Secondly, in its external dimension, this right also entails that states,
especially developing states, are entitled to pursue economic policies
aimed at protecting their populations against the damaging impacts and
unwanted risks of biotechnology applications. This is all the more true
given that the spread of biotechnology and of its products, especially in
the field of agriculture, depends on the business practices of a relatively

76 This expression is used by Rouvroy, n 72 above, at 139.

77 See n 62 above.

78 Ibid.

7 See Art 20.

80 See Art 1(1) of the two UN Covenants on human rights, n 62 above.

81 See Art 1(2) of the ICCPR, n 62 above.

82 For a recent reaffirmation of this right, see the ICJ] Advisory Opinion on the Wall, n 54
above.
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small number of corporations, all based in the advanced industrial world
and increasingly characterised by a high degree of vertical integration.®
These corporations have an important role as vectors of scientific
progress and economic development. Their inventions and know-how
can enhance agricultural productivity, provide more nutritious food®
or new pharmaceutical products, and generally improve the welfare of
people. But, at the same time, one cannot ignore that these companies
all belong to the private sector and are commercially driven toward
the development of biotech products and services capable of ensuring
satisfactory financial returns for their conspicuous investments.®
Besides, they operate in a markedly asymmetrical relationship with
developing countries. They rely on structurally superior knowledge of
the technological processes and products they market, and consequently
on superior knowledge of risks. They enjoy the bargaining advantage of
having at their disposal large finance capital for investment, for which
less-developed countries desperately compete. And, most importantly,
they claim that, at least in a strict legal sense, they are not ‘subjects’ of
international law, so as to be able ‘legally’ to elude international human
rights standards binding upon states.® This may lead to abuses and unfair
market practices in their relations with host countries in the planning and
conduct of foreign operations. While this is a general problem arising
in relation to the activities of all trans-national corporations, the impact
on a sphere of interest protected by the principle of self-determination
can be more substantial in the case of biotech companies. New and

8 Following a process of mergers and consolidation there are now five large companies
dominating the biotech market in the area of food and agriculture. See T Mechlen and
K Raney in this volume.

84 Asin the case of so-called ‘golden rice’, a biotech rice enriched with vitamin A, capable
of providing a low cost alternative to a more diversified but often unaffordable diet in many
poor countries of the world where rice represents a main staple.

8 The top 10 multinational biotech corporations invest US $ 3 billion per year for agricul-
tural biotechnology research and development only. In contrast the total FAO budget for
research in crop improvement within the Consultative Group on International Agricultural
Research amounts to US $ 300 million. See K Mechlem and T Rainey in this volume, and
FAO, The State of Food and Agriculture 2003-04—Agricultural Biotechnology: Meeting the Needs
of the Poor? (Rome, FAO, 2004), 32 ff.

8 We cannot undertake a discussion of the question whether business corporations, as
international ‘actors’, may de facto be subject to international human rights or environmental
standards here. The concept of ‘actorship” in international law is still undefined, and is often
used in a less than rigorous manner to mean international law as ‘global” law, transcending
the traditional distinction between the domestic and international legal orders. It is worth
mentioning, however, that a step towards the recognition of corporations as economic enti-
ties capable of being accountable under international human rights standards has been
made by the UN Sub-Commission on the Protection and Promotion of Human Rights
with the adoption in 2003 of a set of ‘norms on the responsibility of transnational corpora-
tions and other business enterprises with regard to human rights’. See UN Doc. E/CN.4/
Sub.2/2003/12/Rev.2 of 26 Aug 2003.
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untested biotechnology experimentation on plants or animals may take
place in a foreign country without the prior informed consent of local
authorities and people, taking advantage of a lack of legislative regulation
or infrastructure, or inadequate administrative control?” Aggressive
marketing strategies aimed at introducing new biotech products, such
as genetically modified seeds that farmers are not allowed to reuse, may
cause dependence on foreign supply and consequent indebtedness, while
at the same time disrupting long established and socially sound patterns
of farming techniques.

All states, especially less-developed states, are entitled to invoke the
right of self-determination of (their) peoples to protect societal values and
sustainable economic structures from the adverse impact of unethical or
unfair business practices on the part of international biotech corporations.
This, of course, may raise problems with obligations of free trade and
market access within the WTO, especially now when so many developing
countries are, or are becoming, members of the Organisation. However,
this problem cannot be addressed by advocating an inflexible application
of free trade principles. On the contrary, as other contributions to this
volume will discuss,®® it requires a human rights approach to trade, based
on a broad construction of every state’s freedom and responsibility to set
an appropriate level of protection for its fundamental societal values, of
which the principle of self-determination constitutes the essential core.

A third way in which self-determination can play a role in developing
a human rights approach to the legality of modern biotechnology is in
relation to the special protection of distinct minorities, groups or peoples
whose genetic characteristics or special environmental resources are
targeted by bio-science research and industry in view of the development
of new products and commercial applications. In this ‘internal” dimension,
the principle of self-determination guarantees a certain degree of autonomy
to the peoples concerned, within the constitutional structures of existing
states. This entails the obligation, from the point of view of collective
human rights, on every state to take into account the interests of such
distinct groups, and especially of indigenous peoples, in maintaining
and managing their distinct culture and special and sometimes unique
relationship with their land and its biological resources. This particular
dimension of the right to self-determination entails a limitation on
the sovereign rights of the territorial state, in the sense both that
(a) biotechnological projects involving indigenous peoples, or other
distinct groups, should be based on the effective participation of these

87 See T McGarity, ‘International Regulation of Deliberate Release Biotechnologies’ in F
Francioni and T Scovazzi (eds), International Responsibility for Environmental Harm (London,
Graham and Trotman, 1991), 319 ff.

88 E-U Petersmann in this volume.
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peoples in decisions that affect them and their environment;%® and
that (b) eventual economic benefits accruing from indigenous peoples’
genetic patrimony, from the biological resources of their environment
and from the traditional knowledge that has permitted conservation and
development should be equitably shared with such peoples.”

8. THE HUMAN BODY

These last remarks introduce us to the most sensitive aspect of biotech-
nology applications: the bio-prospecting and engineering of parts of
the human body in the expectation of finding useful genetic material
for diagnostics and therapy for certain inherited diseases. Research has
been booming in this field for a number of years; and experience already
shows that, while advances in gene therapy may hold the promise of
improving the life and health of people, a number of potential adverse
impacts on human rights may result. A particularly telling example is
that of the experimental use of cell lines—with a living cell proliferating,
under appropriate laboratory conditions, into multiple cells that will form
a durable cell line—to be studied and manipulated for possible medical
applications. An early experiment on cell lines at the end of the 1980s
involved the taking of human tissues from a small and fairly remote
tribe of indigenous people from Papua New Guinea in order to study
their “‘unique’ characteristics and their possible application in the early
detection and eventual cure of adult leukaemia and other degenerative
disorders.”? This and similar initiatives, which were part of the well-
known HGDP,? were undertaken in the exercise of unfettered freedom
of scientific research, in the absence of genuine capacity on the part of

8 For an important application of this principle, see Human Rights Committee, General
Comment No 23 of 6 Apr 1994 on Art 27 of the ICCPR (available at <http://www.ohchr.
ch/english/bodies/hrc/comments.htm>), and the decision of the Inter-American Court
of Human Rights of 31 Aug 2001 in Awas Tingni Mayagna (Sumo) Indigenous Community
v Nicaragua (Communication No. 167/1984, 26 Mar 1990, available at heiwww.unige.ch/
humanrts /undocs/session45/167-1984.htm) recognising that the collective right of indig-
enous people to their ancestral land and resources prevailed over the Government’s sover-
eign power to dispose of them by way of licensing their exploitation to foreign investors.
Further on this case and on the general question of the biogenetic resources of indigenous
peoples, see F Lenzerini in this volume.

% See Art 8(j) of the Convention on Biological Diversity, n 1 above, which, however, uses
the word ‘encourage” with regard to the sharing of benefits deriving from the utilisation of
traditional knowledge and practices relating to biological resources.

91 For a full account of this case see J Rifkin, The Biotech Century: Harnessing the Gene and
Remaking the World (New York, Penguin, 1998), 50 ff.

92 The HGDP is a consortium of scientists from North America and Europe aimed at col-
lecting live tissue from hundreds of different human groups throughout the world in order
to map the human genome. See “The Human Genome Diversity Project’, GenEthics News,
issue 10, available at www.hgalert.org/topics/personallnfo/hgdp.htm.
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the tribe to provide prior and informed consent, and on the questionable
assumption that the people whose bodies provided the valuable tissue
samples were mere ‘objects’, rather than persons endowed with inher-
ent human rights. No wonder, then, that such precedents have spurred
a widespread movement among indigenous populations, especially in
Latin America and Asia, in opposition to the HGDP, suspected of open-
ing the door to abuse of human genetic material for commercial and even
military purposes.”® To avoid such a priori opposition to genetic research
a more cautious approach, taking into account respect for human dignity,
a right to personal integrity, and the individual and collective right to
maintain control over genetic heritage and to decide whether to make
(their) DNA available for scientific experimentation, is necessary. This
approach has been followed by UNESCO since the adoption of the 1997
UDHG,* the first truly universal instrument® to set ethical standards on
human genetic research and practice. The Declaration carefully balances
freedom of scientific research against the need to safeguard human rights
and the general interest of humanity against possible abuses. Besides pro-
claiming the human genome ‘the heritage of humanity’,”® the declaration
establishes, in Article 5, that research, treatment or diagnosis affecting
a person’s genome must be undertaken only on the basis of ‘the prior,
free and informed consent of the person concerned’. More important, the
same Article provides that when ‘a person does not have the capacity to
consent, research affecting his or her genome may be carried out for his
or her direct health benefit, subject to the authorization and the protective
conditions prescribed by law’.”” This formulation leaves an ample mar-
gin of appreciation for national law-makers to decide when and under
what specific conditions research and technological applications affecting
someone’s genome are permissible. But, as in the case of human dignity,
reference to the paramount importance of a direct health benefit to the
individual permits bridging the gap between different ethical views,
leading to possible convergence in a shared ethical conception of the
human person as an end in herself (and not a means to achieve technical
or economic goals).

9 Further on this problem see F Lenzerini in this volume.

94 See n 14 above.

% The Convention on Human Rights and Biomedicine, n 19 above, is a regional instrument
that remains of limited geographic scope and application.

% See Art 1.

7 This provision appears to be particularly important in meeting the concerns of indig-
enous people. See the chilling statement by Victoria Tauli-Corpuz, representative of the
Cordillera People’s Alliance, Philippines: ‘[a]fter being subjected to ethnocide and genocide
for 500 years, which is why we are endangered, the alternative is for our DNA to be stored
and collected . . . Why don’t they address the causes of our being endangered, instead of
spending $ 20 million for five years to collect and store us in cold laboratories?” (cited by
F Lenzerini in this volume).
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9. ECONOMIC RIGHTS AND BENEFITS

Economic rights and benefit-sharing in relation to modern biotechnolo-
gies are ‘transversal’ issues arising from all biotechnology applications in
fields as diverse as human genetics, plant genetic resources, pharmacy,
agriculture and industry. Given the growing importance of biotech busi-
ness in these different fields, it is no wonder that the ethical question of
who is to benefit from the commercial application of such science has
been cast increasingly in human rights terms. The High Commissioner for
Human Rights” Expert Group on Human Rights and Biotechnology has
focused especially on the problematic relationship between genetic pat-
enting and equitable sharing of the economic benefits accruing from com-
mercial exploitation of the patented material. In its 2002 report, the Group
goes as far as to consider ‘the linked issues of the ability to patent genetic
material and the sharing of benefits deriving from commercial exploita-
tion of that material to be the most important issue in the area of human
rights and biotechnology at this time’.® From a human rights perspective
this issue requires that we determine what the conditions and limits of
property rights over genetic material are, on the one hand, and what the
legal basis for recognising the economic rights of individuals or groups
from whose body or natural environment the material has been extracted
may be, on the other. This preliminary determination is by-passed by
those commentators who are satisfied with the reference to a generic prin-
ciple of ‘equitable benefit sharing’, sometimes even considered a veritable
rule of customary international law.” Although reference to equity in this
field is welcome and can indeed be useful, inasmuch as it opens the way
toward pragmatic accommodation of differing competing interests, it can
be of only limited use in a human rights approach to the problem. The lat-
ter approach posits a use of equity infra legem and not in a legal vacuum.
Thus, it requires the prior identification of the legal entitlements that are at
stake under international and human rights law and permits the equitable
balancing of conflicting legal interests by appropriate techniques of inter-
pretation and implementation of international norms. In this perspective,
‘equitable benefit-sharing’ is the problem to be addressed, rather than the
normative tool providing a key to any solution. Benefit-sharing cannot be
‘de-contextualised” from the individual and collective rights that form its
basis. As I have tried to indicate in the first part of this chapter, the identi-
fication of relevant titles and rights—peoples’, humanity’s, community’s,

% See High Commissioner’s Expert Group on Human Rights and Biotechnology,
‘Conclusions’, Geneva, 24-25 Jan 2002, available at www.unhchr.ch/biotech/conclusions.
htm, para 19.

9 See R Pavoni, Biodiversita e biotecnologie nel diritto internazionale e comunitario (Milan,
Giuffre, 2004) esp chaps III and IV.
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individuals’—is a prerequisite for the determination of legal conditions of
access to genetic resources and to the sharing of economic benefits among
relevant stakeholders. In this context, ‘equity” is a variable element the
function of which is to infuse considerations of justice and fairness into
the balancing of competing rights. Variation depends on the type, location
and origin of the relevant genetic stock.

In relation to plant and animal genetic resources found in the
territory of states, the function of equity is quite clear: since present
international law!® recognises the territorial state’s sovereign rights over
such resources, equity has the function of striking a fair balance between,
on the one hand, the claim of the investor to protect biotechnological
inventions, including property rights arising therefrom, and, on the other,
the sovereign right of the source state to obtain equitable remuneration
for the exploitation of its biodiversity, including remuneration for local
communities’ traditional knowledge, which permitted or facilitated the
identification and utilisation of the relevant genetic material in the first
place.

By contrast, in the context of biotechnological development of genetic
resources originating in common spaces beyond national jurisdiction—
such as the international sea and seabed, and Antarctica—the role of
equity is totally different. Here, equity is called on to accommodate
the claim to exclusive property rights of the biotech investor and the
general interest of humanity in the identification, conservation and
sustainable development of such resources pursuant to common heritage
or common concern principles. This entails that the grant of patents
over biotechnological applications to such common resources, besides
respecting the usual conditions of patentability—novelty, inventive step,
capability of industrial application—must be compatible with the global
common nature of these resources and the public interest of humanity
in maintaining knowledge and control over their development. In this
context, the practical requirements to achieve such compatibility ought
to include: (1) the duty of the patent applicant to disclose the provenance
of the genetic material;!°! (2) the possibility of invalidation of the patent
in the event of intentional misrepresentation of the origin of genetic
resources; (3) effective use of the patent to support scientific progress,
rather than simply produce genetic enclosure with the effect of blocking
the development of knowledge and innovation (as in the case of dormant

100 See, in particular, the Biodiversity Convention, n 1 above, and the FAO Treaty on Plant
Genetic Resources, n 9 above.

101 A mandatory requirement of disclosure of source and origin of genetic resources in
the TRIPS Agreement and WIPO treaties is advocated de lege ferenda by F Abbott in this
volume.
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patents);'02 (4) peaceful use of the genetic resources; and (5) the equitable
sharing of benefits in the form of international pooling of knowledge
and, if practicable, by payment of reasonable royalty fees to recognised
international institutions competent in the management and conservation
of the relevant common resource.!®

Finally, in relation to human genetic resources, the concept of equitable
sharing of economic benefit must take into account the proclaimed nature
of the human genome as ‘common heritage of humanity’!® —with its
corollary that the human genome in its natural state shall not give rise
to financial gains!®—and the competing claims of researchers, bio-
banks and other biotech investors to proprietary rights in the genetic
material and in given biotech inventions. The state of play today reveals
that overwhelming consideration is given to proprietary and scientific
interests of those who carry out research and commercially develop
biotechnological inventions, over the general interest in safeguarding
open genetic knowledge and the individual and collective rights of
donors of genetic samples. Domestic legislation'% and case law'"” confirm
this trend. This is clearly the result of a widespread assumption that it
is in the interest of scientific progress not to inhibit bio-technological
experimentation by considerations of proprietary or privacy rights of the
individuals or groups who have provided genetic material.

But is this assumption correct? Besides the radical critique directed
at gene patenting, based on the argument that DNA does not fulfil the
requirements of patentability because it occurs in nature, the emerging
judicial practice in this area creates some doubt about this assumption.
Rather than advance the public interest in the progress of knowledge and
the enhancement of health, gene patenting may easily become a tool of

102 A more radical view holds that genes are not patentable because, by allowing such
property rights, we would permit private constructive control of the genetic code, since
‘the gene is the static chemical compound and the dynamic template executed through the
genetic code’: E Kane, ‘Splitting the Gene: DNA Patents and the Genetic Code” (2004) 71
Tennessee Law Review 707.

103 Obviously, this may be the most difficult issue to address, given the sensitive nature of
creating new institutions competent to administer funds in the common interest. However,
one should keep in mind that institutions or fora already exist that could perform the func-
tion of trustees of the common genetic heritage of humankind: they are: (1) the International
Sea Bed Authority, which, under Art 157 of the LOS Convention, n 25 above, shall have
such powers ‘as are implicit and necessary for the exercise of those powers and functions
with respect to activities in the Area’; (2) the Antarctic Treaty Consultative Meeting, with
regard to the genetic resources of Antarctica (see Vigni, n 44 above); and (3) the Biodiversity
Convention, n 1 above.

104 See Universal Declaration on the Human Genome and Human Rights, n 6 above.

105 Tbid, Art 4.

106 For reference to domestic legislation, see R Brownsword in this volume.

107 See the famous case of Moore v Regents of the University of California, 793 P2d 479, as well
as Greenberg v Miami Children’s Hospital Research Institute, Inc. 208 F Supp. 2d 918, cited by R
Brownsword in this volume.
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enclosure of knowledge and an obstacle to the legitimate pursuit of health
care by patients. In the recent case of Greenberg v Miami Children’s Hospital,
several families affected by a rare genetic disorder (Canavan’s disease)
had provided research institutions with their children’s tissue samples for
research purpose and in the legitimate expectation that genetic tests could
be developed in order to diagnose and treat the disorder. The Hospital
identified the gene mutation which caused the disease, patented the gene,
and started charging fees on tests for the syndrome. This led to the same
families that had provided the genetic material necessary to identify the
origin of the disease being charged fees for having their members tested.
Is this correct? I doubt whether it is. And more clearly this outcome
would not be consistent with a general principle of justice and equity if
those who provided the biological samples enabling the genetic cause of
the disease to be discovered were left without access to the results of the
tests by reason of inability to pay the fees. The response of the families
affected in this case is quite interesting and reveals a sort of Pavlovian
reflex in terms of propertisation of the legal thought on the matter. Rather
than arguing on the basis of a claim to open knowledge and fundamental
right of access to health care, the families chose to base their complaint
on the alleged breach of their proprietary data and misappropriation of
ownership rights over their biological samples. These claims failed and
the United States court decided that the defendant hospital was under no
obligation to disclose the financial interests involved in the prospect of a
commercial exploitation of the results of the genetic trials.!%®

10. CONCLUSIONS

The foregoing analysis shows that at least a preliminary answer can be
given to the question we raised at the beginning of this paper, whether it
is useful to look at the challenges posed by genetic science in the perspec-
tive of human rights. The answer is clearly yes, it is useful and necessary.
The current asymmetry of knowledge and power between scientific and
technological actors, on the one hand, and the traditional institutions
of government and of civil society, on the other, cannot be redressed by
a concurrent race to the privatisation and propertisation of genes, the
human body, plants, new discoveries and everything else. A more rational
approach is that based on the universally shared value of international
human rights. In this chapter, we have identified the role that in this area
can be played by human dignity, non-discrimination, self-determination
of peoples and groups, the integrity of the human body and the equitable

108 See, ibid, for a precedent see Moore v Regents of the University of California, n 107
above.
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balancing of property rights and the general interest in the advancement
and diffusion of knowledge. In this respect an important role can be
played by Article 15 of the International Covenant on Economic Social
and Cultural Rights, which proclaims the rights ‘of everyone to enjoy the
benefits of scientific progress and its applications’. This provision calls for
the maximisation of open knowledge and of the benefits of its application,
rather than supporting the tendency toward extreme forms of ownership
in intellectual property, on the one hand, and in the sources of genetic
material, on the other. But this is a long term project. In the short term it
may not be so easy. This is an epoch that celebrates the myth of property.
And, as has been lucidly put, ‘[a] time is marked not so much by ideas
that are argued about, but by the ideas that are taken for granted ... the
idea of property is just such a thought, or better, just such a non-thought;
when the importance and value of property is taken for granted; when
it is impossible, or at least for us, very hard, to get anyone to entertain a
view where property is not central; when to question the universality and
inevitability of complete propertization is to mark yourself as an outsider.
As an alien.”'? In the field of biotechnology the human rights discourse
is a way to question this central thought. It is a way to avoid becoming
an alien.

109 T, Lessig, ‘The Architecture of Innovation’ (2002) 51 Duke Law Journal 1783, at 1783-4.
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State Responsibility for Violations of
Basic Principles of Bioethics

PIERRE-MARIE DUPUY*

IVEN THE FACT that biotechnologies should basically be ruled by

ethics rather than by law, certain authors are inclined to say that

this new field of human activity, precisely because it raises many
new moral problems and potential social conflicts between different and
competing objectives, does not stand to gain much from international
law.! As a consequence, international state responsibility, as recently codi-
fied by the International Law Commission of the UN, would have little or
nothing to do with the violation of basic principles of bioethics.?

Such an assumption seems to be far too restrictive. As demonstrated by
Professor F Francioni,® an impressive number of legal instruments, both
‘soft’ and ‘hard’ (ie, creating either non-binding or binding rules), aimed
at subordinating the use of biotechnologies to the respect of some major
principles, have been adopted during the last decade. Ethical in nature,
most of these principles have been incorporated into the rule of law by
means of legal instruments, either laws within national legal systems or
conventions and/or declarations or recommendations at the international
level.

Reacting to the old school of ‘natural law’, different strains of the
positivist school of law, including that of Hans Kelsen’s ‘pure theory
of law’, have promoted the idea of distinguishing law, on the one side,
from ethics and morality, on the other. Nevertheless, one of the major
features of modern international law, as I have argued elsewhere, lies

" Professor of International Law at the European University Institute and at the
Universitéde Paris II. Email: Pierre-marie.dupuy@iue.it.

1 On the limits of law as a regulatory modality in relation to new technologies, see the
seminal contribution of Stanford professor L Lessig, Code and Other Laws of Cyberspace (New
York, Basic Books, 1999).

2 On this discussion, as on all the matters here at stake, see R Pavoni, Biodiversita e biotec-
nologie nel diritto internazionale e comunitario (Milan, Giuffre, 2004).

5 In this volume.
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in the fact that there is a fundamental trend towards the ‘substantial’
unification of the international legal order around a material corpus
juris of certain fundamental rules, the purpose of which is precisely to
integrate a number of basic social values, reputed to be shared by ‘the
international community as a whole’,* into the international rule of law.
Respect for human dignity is one such principle.® Even if at the same
time, adverse trends, both legal and political, still considerably slow
down this integrative dynamic towards the moralisation of the law, the
contemporary co-operation in this field tends progressively to build a
future international code of bioethics sustained by international law.

The growing number of rules grounded in both law and ethics should
have the following consequence: if states breach theses rules or even let
them be breached by people acting under their jurisdiction, this should
trigger their legal responsibility at least at the international level. As will
be shown below, this might occur in the future in a growing number of
cases (1). Nevertheless, for a number of reasons, some technical, others
socio-political in nature, invoking and enforcing the international legal
responsibility of states for breaching some of the major principles of
bioethics will most probably often remain a difficult task (2). As a result,
other more flexible forms of social responsibility which are easier to use
should be considered (3).

1. AN INCREASED BODY OF INTERNATIONAL LEGISLATION LOGICALLY
CREATES INCREASED POSSIBILITIES FOR RAISING THE LEGAL
RESPONSIBILITY OF STATES IN BREACH OF THEIR INTERNATIONAL
OBLIGATIONS

International law governing biotechnologies lies at the intersection
between human rights law and the international law of the protection of
the environment.® I shall not review the picture of international legislation
my colleague Francesco Francioni has already drawn. Let us simply recall,
from the human rights perspective, the importance of the 1948 Universal
Declaration of Human rights, the 1997 UNESCO Universal Declaration on
the Human Genome and Human Rights (UDHG),” the 1999 Guidelines
for the implementation of that Declaration,® and the 2003 International

4 See P-M Dupuy, 'L'unité de l'ordre juridique international, Cours général de droit
international public' (2002) 297 Recueil des Cours de I’Académie de Droit International de La
Haye 000.

5> On the question of how international human rights may support ethics in scientific
research, see F Francioni, “Valori etici e diritto internazionale’ [2004] Rivista di Studi Politici
Internazionali 47.

6 See Pavoni, n 2 above.

7 Adopted 11 Nov 1997, available at www.unesco.org.

8 See C/Resolution 23 of 16 Nov 1999, endorsing the guidelines for the implementation
of the UDHG.



State Responsibility for Violations 35

Declaration on Genetic Data.” The UN General Assembly endorsed the
UDHG in 1998,!° and in the past three years it has been engaged in the
negotiation of a new convention designed to restrict human cloning. At
the regional level, the Council of Europe has since 1997 adopted a series of
instruments setting out ethical standards in the field of biomedicine and
biomedical research. In that respect, the Oviedo convention on human
rights and biomedicine!! and the additional protocol on the prohibition
of human cloning,'? the 2002 Additional Protocol on transplantation of
organs and tissues of human origin'® and the 2005 Additional Protocol
on biomedical research'* demonstrate the normative activism of this
institution, which clearly establishes and develops a series of principles
in light of its general system for the protection of human rights, as arising
from the 1950 European Convention for the Protection of Human Rights
(ECHR), further interpreted and actively implemented by Member states
thanks to the case law of the European Court of Human Rights.

On the environmental front, instruments like the Cartagena Protocol on
Biosafety!® and, in the field of agriculture, the 2001 FAO Treaty on Plant
Genetic Resources!® demonstrate the importance of international legislation
in regulating the impact on the environment of biotechnologies. The 2001
FAO Treaty, in particular, has established a framework for international
co-operation and sustainable use of plant genetic resources for food and
agriculture. At the regional level, the EU Directive of 12 March 20017 set
up a common system of authorisation and oversight of the deliberate
release into the environment of genetically modified organisms.

All this expanding normativity has as its consequence the creation of
new international obligations for states, whether directly, in the case of
binding instruments already in force, or indirectly, when it comes to the
process of new customary rules of international law, as they emerge from
the accumulation of soft law instruments and/or norms established at
the national level but converging in setting the same principles. See, for
instance, the prohibition on obtaining financial gains out of any treatment

9 See International Declaration on Human Genetic Data, 16 Oct 2003.

10 See A/RES/53/152 of 9 Dec 1998.

11 Convention for the Protection of Human Rights and Dignity of the Human Being with
Regard to the Application of Biology and Medicine: Convention on Human Rights and
Biomedicine, Oviedo, 4 Apr 1997, CETS no 164.

12 Additional Protocol to the Convention for the Protection of Human Rights and Dignity
of the Human Being with regard to the Application of Biology and Medicine, on the
Prohibition of Cloning Human Beings, Paris, 12 Jan 1998, CETS no 168.

13 Additional Protocol to the Convention on Human Rights and Biomedicine concerning
Transplantation of Organs and Tissues of Human Origin, Strasbourg, 24 Jan 2002, CETS no 195.

4 Additional Protocol to the Convention on Human Rights and Biomedicine, concerning
Biomedical Research, Strasbourg 25 Jan 2005.

15 Available at www.biodiv.org//doc/legal/cartagena-protocol-en.pdf.

16 Available at ftp:/ /ext-ftp.fao.org/ag/cgrfa/it/ TPGRe.pdf.

17 Directive 2001/18/EC [2001] OJ L/106/00.
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of the human genome, a principle which, among others, is also to be
found in Article 4 of the UDHG.

All these rules are to be considered as ‘primary rules’ of international law
as they require states ‘to do” or ‘not to do’. Parallel to this increased number
of new obligations, some already existing principles, well established either
in human rights law or in environmental law, like the ‘right to life” or the
‘precautionary principle’ may be applied in the context of the regulation of
biotechnology. An example of that situation will be given below.

As a consequence, from a theoretical as well as from a technical point
of view, there is no reason why the breach of such legal obligations would
not give rise to the international responsibility of the state committing
these violations. This is particularly the case when the norm in question
is established in a binding instrument endowed with its own system of
‘secondary rules of adjudication’, to use the vocabulary of Herbert Hart.!8
In such cases, for instance any EU Directive or a human rights principle
such as that set out in Article 2 of the ECHR, according to which every
person has the right to life, there is an institutional and judicial framework
defining the procedural and substantial conditions under which the
responsibility of the state concerned may be triggered. In the first case (EU
law), both the European Commission and the European Court of Justice
provide, under certain conditions, potential and qualified claimants with
the right to raise the responsibility of the failing state. This is also the case
for European human rights law as established in the ECHR, over which
the European Court of Human Rights in Strasbourg has jurisdiction.

In the ECHR context, an illustration was given as recently as 2004 by
the case of Vo v France before the European Court of Human Rights sitting
as a Grand Chamber.” The case originated in an application against the
French Republic lodged with the Court under Article 34 of the ECHR. It
dealt with the death of a foetus in utero which had not been classified as
unintentional homicide by the highest competent jurisdiction in France,
the Cour de cassation. The Court ruled that it had jurisdiction and delivered
its judgment on whether France was responsible for not having sanctioned
a doctor whose negligence had led to the death in utero of Mrs Vo's foetus,
more than 20 weeks after its conception. Although this case deals more
with a situation of medical liability than a true case of biotechnology, it
is worth mentioning inasmuch as the crucial point at stake was precisely
the legal status of the embryo and whether it is to be considered as a legal
person within the meaning of “toute personne’ (‘everyone’ in the English
text) as stated in Article 2 of the ECHR.20

18 In his book The Concept of Law, Oxford University Press, re-edited several times.

19 Vo v France, App n° 53924 /00, [2004] ECHR 326.

20 See N Lenoir, ‘La Déclaration Universelle sur le génome humain et les droits de
I'homme de I'UNESCO’, Rapport public du Conseil d’Etat, 1998.
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With the growing number of conventions incorporating a self-contained
system of adjudication, in particular in the field of the protection of the
environment, it is to be foreseen that claims of state responsibility,
whether brought before established courts or only before quasi-judicial
organs such as the WTO Appellate Body, are likely to grow in number in
the near future.

Against the background of the classical distinction between treaty law
and customary international law, one could even argue, as far as the latter
is concerned, that the key principle of respect for ‘human dignity’, at the
core of any rule aimed at governing the use of biotechnologies,?! already
belongs to the category of jus cogens, ie, peremptory norms from which
no state can derogate. The legal regime established by the International
Law Commission’s Draft Articles on state responsibility, endorsed by the
UN General Assembly in December 2001, makes it possible, in principle,
according to Article 48, for ‘any State other than the injured State” ‘to
invoke the responsibility of another State” if ‘the obligation breached
is owed to the international community as a whole’.?? This provision
completes another in Article 42 of the same Draft, which provides that ‘a
State is entitled as an injured State to invoke the responsibility of another
State if the obligation breached is owed to the international community as a
whole and the breach of the obligation specially affects that State’.?> These
two provisions (Articles 48 and 42), by pointing to the legal regime of state
responsibility for breach of obligations ‘due to the international community
as a whole’, open interesting avenues for the future development of the
international law of state responsibility in the context of the promotion of
basic principles for regulating the use of biotechnologies.

To the extent that it is widely acknowledged that certain activities in
this field, such as human cloning for reproduction purposes, are in evident
conflict with respect for ‘human dignity’, then if they are undertaken in a
given country this could trigger a reaction by any state ‘directly affected’,
for instance through damage caused to one of its nationals (Article 42 of
the ILC Draft) or even the invocation of its international responsibility
by ‘any other State” (Article 48 of the same Draft) acting individually or

2l See Preamble, para 4, which states ‘-the recognition of the genetic diversity of human-
ity must not give rise to any interpretation of a social or political nature which could call
into question ‘the inherent dignity and . . . the equal and inalienable rights of all members of
the human family’, in accordance with the Preamble to the Universal Declaration of Human
Rights’.

22 Gee ] Crawford, The International Law Commission’s Articles on State Responsibility,
Introduction, Text and Commentaries (Cambridge, Cambridge University Press, 2002), 276 ff.

2 For a general comment of the ILC Draft on State Responsibility, see’ Symposium:
Assessing the Work of the International Law Commission on State Responsibility” (2002) 13
European Journal of International Law, in particular P-M Dupuy, ‘General Stocktaking of the
Connections between the Multilateral Dimension of Obligations and Codification of the Law
of Responsibility’ (2002) 13 European Journal of International Law 1053.
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collectively. These states could argue that the country which carried out
such wrongfull practices or let them develop by lack of due diligence
would be responsible for the breach of a prohibition which is—at least in
principle—established and recognised at a worldwide level.

Nevertheless, there are a number of reasons why one should certainly
not overestimate the possibilities of such claims succeeding.

2. DIFFICULTIES PERSIST IN TRIGGERING INTERNATIONAL
RESPONSIBILITY OF STATES IN THE FIELD OF BIOTECHNOLOGIES

There are at least three reasons why the use of the international respon-
sibility of the state, as a social means of enforcing major principles of
bioethics embodied in legal norms, will most probably remain limited
in the future. The first reason deals with the very nature of some of the
instruments which incorporate such rules. The second lies in the general,
if not even vague, quality of the formulation of the basic principles aimed
at regulating the use of biotechnologies and biological research. The third
reason, even more important and problematical, is provided by the fact
that the ethical, political and social background against which these obli-
gations are established may lead to very different interpretations of their
very content in today’s multicultural world.

The first reason may be referred to as ‘heterogeneous normativity’,
since some of the instruments are already included in ‘hard law’
instruments. This is the case, for instance, with the 2001 FAO Treaty on
Plant Genetic Resources or the Oviedo convention on human rights and
biomedecine and its additional protocols on transplantation of organs and
on tissues of human origin and on biomedical research. In such a case,
obligations set out in the convention are binding upon the states party to
the convention, to the exclusion of third states. Other norms, or even the
very same norms but at a larger or even universal level, are still laid down
in ‘soft law” instruments. This is the case in particular for the UDHG or
the 2003 International Declaration on Guidelines for the Implementation
of such Declaration.

Taking the content of these two Declarations into consideration, it
could even be questioned whether the principles they incorporate are,
as such, to be considered as legal principles in nature or whether, at this
stage of generality and without further elaboration by international as
well as national courts, they remain at a pre-legal phase of development,
as they basically aim at inspiring bioethical codes of best practice for the
deliberations of bioethical committees. Support for this opinion could
probably be found in particular in Article 20 of the UDHG which provides
that ‘states should take appropriate measures to promote the principles
set out in the Declaration, through education and relevant means, inter
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alia through the conduct of research and training in interdisciplinary
fields and through the promotion of education in bioethics, at all levels,
in particular for those responsible for science policies’.

The contrary opinion, according to which the terms of the 1997
Declaration are basically aimed at promoting true legal principles
governing the use of biotechnologies, can also rely on other provisions
of the same Declaration. In particular, its Preamble and the way in
which parts A and B of the Declaration are drafted tend to indicate that
the very purpose of its promoters was legal in nature. The Preamble
explicitly refers to a series of international legal instruments starting with
the Universal Declaration of Human Rights and the major conventions
concluded within the framework of the UN for the protection of human
rights. Articles 1 to 9 are drafted in such a way as to be read as statements
of legal human rights principles. In reality, it seems that the Declaration
contains both kinds of provisions, some aiming at the promotion of core
human rights as they apply to the regulation of bioethics, others pointing
more generally to the socio-political context in which such principles
should be promoted.

Whatever the case may be, from a more general point of view, even if
they are potentially able to create new legal rules, the provisions of any
‘soft law” instrument need to be followed and completed by converging
state practice and renewed expression of opinio juris in order to become
new binding norms. Indeed, as mentioned in section 1, the process of
developing customary law actually makes it possible to incorporate
‘softly’ enunciated principles into ‘hard’ customary international law.
But this is a long and rather difficult process which makes it in particular
unclear from which period onwards a determined principle aimed, in our
case, at governing biotechnologies has become binding on all states at the
universal level or even on some states at the regional level. Confronted
with a socially complex set of issues, the international judge will tend to
be careful to state in a clear-cut way, for instance, that the rule according
to which genetic data associated with an identifiable person and stored
or processed for the purposes of research must be held confidential has
already attained the quality of a binding customary principle at the
international level. Thus, if a court, whether national or international in
character, refuses, as it would very often, if not always, to undertake the
difficult task of demonstrating the crystallisation of a principle into a
new international customary rule, the ‘softness’ of the instrument would
probably prevail over the potential—but not proven—'hardness’ of its
content. The judge would then be led to the conclusion that the principles
contained in this soft instrument remain optional.

A second element could be termed excessive generality in formulation.
This obstacle to the use of international state responsibility in the field
of bioethics no longer derives from the instrument incorporating the
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norms, but rather from the norms themselves, ie, the way in which they
are drafted. This is particularly well illustrated by the terminology found
in the UDHG. As the end result of the work of qualified experts as well
as negotiations which have taken place between national delegations,
this fundamental Declaration sets out important and even fundamental
principles; but, being the product of many compromises, it does so in a
general way which leaves much room for different interpretations. This
is particularly true for Article 1, which provides that the human genome
is ‘the heritage of humanity” but is so only ‘in a symbolic way’! This
statement is no doubt of great importance, as it may be interpreted as
prohibiting any appropriation of the human genome by any individual
or group of people. But that this quality (common heritage) is so only in
a ‘symbolic way’ seems restrictive indeed when compared, for instance,
with the clear and unrestricted attribution of the sea bed to the ‘common
heritage of Mankind’ in the UN Convention on the Law of the Sea
adopted in Montego Bay in 1982.

The same could be said of Article 2 of the 1997 Declaration.?* In
particular, at paragraph (a), this text provides that ‘everyone has a right
to respect for their dignity and for their rights regardless of their genetic
characteristics’.

Here again, this seems to be a very important and necessary provision.
It remains the case that the concept of ‘human dignity’ may give rise
to a variety of interpretations in relation to different types of conduct
said to be either in conformity or in contradiction with it. But the very
term ‘everyone’ leads to difficulties of interpretation, as shown by the
judgment of the ECHR in Vo v France. Does the term ‘everyone’ apply to
the embryo? And, if so, does it do so ‘from its conception’, or, absent such
precision, from which period is the embryo to be considered as a true
legal person endowed with rights and obligations?

In 2004, precisely because of the diversity of answers given by different
European legislation, the European Court of Human Rights, while
considering the term ‘everyone’ in the context of the ‘right to life” set out
in Article 2 of the ECHR, took the view that it was necessary to keep the
whole issue within the ‘margin of appreciation’ that states parties to the
Convention enjoy; this, ‘notwithstanding an evolutive interpretation of
the Convention, a “living instrument” which must be interpreted in the
light of present-day conditions’.?

Article 2 of the UDHG is in itself a non-binding instrument and this
would make things even more difficult: there is—per essence—no specific
judge in charge of interpreting this instrument or of establishing the liability
of any state for its violation (contrary to the case under the ECHR, which is

2 See Lenoir, n 20 above.
% Vo v France, n 19 above at para 82.
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a binding agreement endowed with its own system of adjudication). Any
interpretation of this provision would then raise even greater difficulties if
it were to be applied by an international judge.

Furthermore, even though established in a treaty in force, major
principles governing the use of biotechnologies would rnot necessarily be
considered, at the national level, as being by definition ‘self executing’,
ie, directly applicable by the national judge of a Contracting Party to a
situation where such a principle has allegedly been violated.

The difficulties mentioned above reflect an even more decisive obstacle
to the efficiency of invoking the international responsibility of any state
in the field of biotechnologies. This obstacle, which may be called that
of ‘cultural heterogeneity’, is of a sociological?® nature. Conceptions,
perceptions of rules and, even more, ethical visions of the way in which
the issues raised by the development of biotechnologies differ from one
country to the other according to traditions, prevailing religion, history,
and so on. For instance, though they agree on the major principles aimed
at governing bioethics, countries as close to each other as the UK, France
and Germany have not necessarily adopted the same views on the cloning
of stem cells or on whether a human being’s right to life begins from the
time of its conception. The European Group on Ethics at Community
level recommended that the Community authorities ‘address these ethical
questions taking into account the moral and philosophical differences,
reflected by the extreme diversity of legal rules applicable to human
embryo research’. And it added:

It is not only legally difficult to seek harmonization of national laws at

Community level, but because of lack of consensus, it would be inappropriate

to impose one exclusive moral code.”

What is relevant at the European and Community level is even more so at
the universal level. Absent a blatant violation of a basic principle of bio-
ethics incorporated into international law, such as, for instance, the pro-
hibition on reproductive cloning of human beings, it makes it extremely
difficult for any judge to impose a single conception on any state without
the clear consent of that state to the same perception of the content and
bearing of the concerned rule.

3. TOWARDS NEW FLEXIBLE FORMS OF SOCIAL RESPONSIBILITY?

The absence of a high degree of social consensus at the global, or even
regional, level among states on the content and interpretation of basic

2% See eg, ] Rifkin, The Biotech Century: Harnessing the Gene and Remaking the World (New
York, 1998).
¥ Cited by the ECtHR in Vo v France, n 19 above, at para 82.
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principles to be considered as legally binding is apparently the most
serious obstacle to using the international responsibility of states as an
efficient tool for ensuring respect for these principles. There are, never-
theless, forms of social retribution (positive or negative) of conduct other
than that formally organised within any legal system. The promotion
of the corporate social responsibility of private investors, for instance,
is an illustration of the way in which active participants in the life of
international civil society may play a decisive role in the setting up of
new national and international standards aimed at the establishment of a
socio-ethical framework, which is increasingly providing private corpora-
tions with clear guidelines for the protection of basic human rights and
rights of people.

Responsible corporate behaviour is a requirement which has primarily
been articulated by non-governmental organisations. They have
denounced, and continue to denounce, initiatives taken by private
companies which ignore basic human rights. One can consider, for
instance, the way in which Nike produced sneakers or footballs, without
taking into consideration that they were manufactured by children
working more that 10 hours a day in extreme conditions. By organising
a boycott on products of this firm, they forced the company in a rather
efficient way to change its methods of production. It is mainly under the
pressure exerted by such groups that the behaviour of private corporations
has been modified and that states have been led to amend their legislation
to bring it increasingly in conformity with respect for human dignity.

It is not clear how far this may happen with respect to biotechnologies,
but it is almost certain that evolving mentalities are a precondition for
using, in a second phase, the most classical tools offered by the law,
such as the responsibility of public entities and private actors interested
in biotechnologies. Such changes will be greatly encouraged by the
diligence of civil society, in every part of the world including the South,
in prohibiting any attempt to use such technologies in a way incompatible
with a clear vision of what everyone’s right to human dignity means.
As Professor R Brownsword clearly demonstrates in this volume, the
regulation of biotechnologies can only marginally be achieved by law. But
the law will remain a necessary tool for consolidating the cosmopolitan
commitment to respect for basic principles of bioethics.?® The process,
however, is well under way.

2 See also R Brownsword, ‘Regulating Human Genetics: New Dilemmas for a New
Millennium’ (2004) 12 Medical Law Review 14.
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Ethical Pluralism and the Regulation of
Modern Biotechnology

ROGER BROWNSWORD*

1. INTRODUCTION

N INVITATION TO write on the topic of ‘Ethics and Law in the

Regulation of Modern Biotechnology” might be taken up in many

different ways.! It might prompt thoughts about regulatory legiti-
macy and regulatory effectiveness (and the relationship between the one
and the other), about the regulability of a fast-moving technology, about
the inter-facing of international, regional and local spheres of regulation,
and even about the distinctive nature of ‘law’ as a regulatory modality.2
However, my focus is much narrower, concerning only the bearing of ethical
pluralism on the regulation of modern biotechnology (especially its applica-
tions with regard to medical and reproductive research and treatment).

In keeping with the spirit of the chapters in this volume, let me take
as my starting point the dual proposition that (i) no matter how modern
biotechnology is regulated (whether by legal or non-legal modalities), such
regulation must be ethically (morally) defensible® and (ii) that it is modern

" Professor of Law at King’s College London and Honorary Professor of Law at the
University of Sheffield. Email: roger.brownsword@kcl.ac.uk. This is a revised version of a
paper given at a workshop on ‘The Impact of Biotechnologies on Human Rights’ held at the
European University Institute, Florence, on 3 June 2005.

! For a general survey of the global landscape with regard to regulation and technology
(particularly biotechnology), see R Brownsword, ‘What the World Needs Now: Techno-
regulation, Human Rights and Human Dignity” in R Brownsword (ed), Global Governance
and Human Rights (Oxford, Hart Publishing, 2004), 203.

2 Seminally, see L Lessig, Code and Other Laws of Cyberspace (New York, Basic Books,
1999). For some remarks about regulatory modalities in connection with biotechnology, see
R Brownsword, ‘Red Lights and Rogues: Regulating Human Genetics” in H Somsen (ed),
Regulating Biotechnology (Cheltenham, Edward Elgar, (forthcoming); and, more generally, con-
cerning the choice between transparently prescriptive East Coast ‘law” and embedded West
Coast ‘code’, see R Brownsword, ‘Code, Control, and Choice: Why East is East and West is
West’ (2005) 25 Legal Studies 1.

3 There is, it should be noted, a difference between (i) the strong demand that all ethi-
cal requirements should be translated into positive legal requirements and (ii) the weaker
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human rights thinking (or, at any rate, a rights-led approach that is very
close to human rights thinking) that offers the most defensible ethic for this
purpose.* To be sure, we should not assume that this dual proposition will
command acceptance in all regulatory settings—after all, regulators are
geared to respond to a range of stakeholder interests® and regulatees are
liable to be driven by personal or sectional interests (especially economic
interests) rather than by broader ethical commitments. Nevertheless, if the
dual proposition is accepted, it implies a commitment to the principle that
the regulation of biotechnology, whether of local, regional or international
application, should be compatible with human rights.®

At international level, such an ethico-regulatory principle commands
strong support. Characteristically, in its recent work on what is expected
to become the Universal Declaration on Bioethics and Human Rights,” the
drafting group of UNESCO’s International Bioethics Committee (the IBC)
stresses ‘the importance of taking international human rights legislation
as the essential framework and starting point for the development of
bioethical principles’® Applying such a philosophy to the regulation
of biotechnology, human rights set limits to the otherwise unbridled
development and application of the technology, constraining even well-
intentioned development and application of this kind. As the Director-
General of UNESCO, Koichiro Matsuura, put it when opening an

demand that such positive legal provisions as there are should be ethically defensible. On
the latter, see the remarkable judgment given by Lord Hoffmann in Airedale NHS Trust v
Bland [1993] 1 All ER 821, at 850.

4 The most defensible ethic, I believe, is a will theory of rights based, not on humanity,
but on agency. This is the thesis seminally argued for in A Gewirth, Reason and Morality
(Chicago, ILL, University of Chicago Press, 1978) and elaborated in Community of Rights
(Chicago, ILL, University of Chicago Press, 1996).

5 See, eg, A Mundy, Dispensing with the Truth (New York, St Martin’s Press, 2001) which
describes the marketing of the Fen-Phen diet drug and the failure of the FDA to exercise
adequate regulatory oversight when alerted to the risks presented by the drug. Essentially,
the story is of two cultures within the FDA: one focused on safety and user protection, the
other treating the pharmaceutical companies as clients whose products are to be brought to
market.

¢ In this chapter, I am focusing on human genetics. However, modern plant biotechnology
would be covered by the same regulatory injunction. From a human rights perspective, there
is no justification, for eg, for putting at risk the welfare of vulnerable Third World humans
in order to promote the economic wellbeing of First World humans or to facilitate the mak-
ing of informed choices with regard to the food consumed in Europe: see Nuffield Council
on Bioethics, The Use of Genetically Modified Crops in Developing Countries (London, Nuffield
Council on Bioethics Jan 2004).

7 The UNESCO Preliminary Draft Declaration on Universal Norms on Bioethics (Paris,
9 Feb 2005), SHS/EST/CIB-EXTR/05/CONE202/2 was taken forward as a Universal
Draft Declaration on Bioethics and Human Rights (Paris, 24 June 2005), SHS/EST/05/
CONE.204/3 REV.

8 UNESCO Explanatory Memorandum on the Elaboration of the Preliminary Draft
Declaration on Universal Norms on Bioethics (Paris, 21 Feb 2005), SHS/EST/CIB-CIGB/05/
CONEF.202/4.
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international Round Table of Ministers of Science in October 2001, there
is (within the group) a:

firm commitment to international solidarity in scientific progress, and to safe-
guarding human rights and human dignity from the misuse of science and
technology, particularly in the life sciences’

This has now been said and repeated so many times that I take it as axi-
omatic that, for the IBC as for many other international agencies, biosci-
ence and biotechnology should be regulated in such a way that human
rights and human dignity are fully respected.!’

Given such a cosmopolitan commitment to human rights, and assuming
that this commitment cascades down to all regulatory levels, everything
seems relatively straightforward: the injunction to regulators is, quite
simply, to put in place regulatory frameworks that enable humans to
benefit from the development and application of biotechnology while, at
the same time, ensuring that human rights are fully respected. Of course,
the declaration of such a regulatory objective does not also determine which
regulatory strategy should be adopted. Smart regulators, charged with

9 UNESCO, Bioethics: International Implications (Paris, UNESCO, 2003), 2.

10 The work of the IBC in relation to what is now the Universal Draft Declaration on
Bioethics and Human Rights (n 7 above) underlines this axiom. In Oct 2003, the General
Conference of UNESCO, having resolved that preparatory work on a ‘Declaration on
Universal Norms on Bioethics’ should continue, agreed that it was ‘opportune and desirable
to set universal standards in the field of bioethics with due regard for human dignity and human
rights and freedoms, in the spirit of cultural pluralism inherent in bioethics’” (32C/Res. 24)
(emphasis added). The first draft of the Declaration, published in June 2004, was peppered
with references to human rights and human dignity; and one of the general principles
(headed ‘Human Dignity, Human Rights and Justice’) read: ‘[a]ny decision or practice in the
field of bioethics [at all levels] shall be made in the respect [sic] of the human dignity [sic]
and in accordance with the universal principles of justice, human rights and fundamental
freedoms’. In a second draft, prepared for discussion at the Eleventh Session of the IBC in
Paris in Aug 2004, the emphasis on respect for human rights and human dignity persisted.
So, eg, the declared aims included ‘to ensure the respect for human dignity and the protec-
tion of human rights and fundamental freedoms’ and ‘to recognize the great benefit derived
from scientific and technological developments whilst ensuring that such development
occurs within the framework of ethical principles that respect human dignity and protect
human rights and fundamental freedoms, and to prevent practices contrary to human
dignity’. Art 3(iii) of the Preliminary Draft Declaration expresses this aim in similar terms
as follows: ‘to recognize the importance of freedom of scientific research and the benefits
derived from scientific and technological developments, whilst ensuring that such develop-
ments occur within the framework of ethical principles that respect human dignity and
protect human rights and fundamental freedoms’. See A Yusuf in this volume. In the June
2005 draft Declaration, the Preamble rehearses the importance of checking the applications
of (inter alia) biotechnology for their compliance with respect for human rights and human
dignity; Art 2 includes in its statement of aims promotion of respect for human dignity and
protection of human rights (Aim (iii)) as well as recognition of ‘the importance of freedom of
scientific research and the benefits derived from scientific and technological developments,
while stressing the need that such research and developments . . . respect human dignity,
human rights and fundamental freedoms’ (Aim (iv)); and Art 3(a) provides that ‘[hJuman
dignity, human rights and fundamental freedoms are to be fully respected’. For discussion
of the shift of frame from bioethics to human rights, see H Boussard in this volume.
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human rights objectives, will mix and match their regulatory interventions
in whatever way seems most appropriate.!! If non-legal modalities (say,
some form of self-regulation or amplified and orchestrated social pressure)
seem more effective than traditional legal prescriptions, then the former
will be (rightly) preferred (provided that they are not incompatible with
human rights). Where traditional legal forms are employed, there are again
smart choices to be made. For instance, regulators may adopt a legal model
that ring-fences human rights in a general way—such as a patent regime
that provides for an exclusion against patentability where the exploitation
of an invention would be inconsistent with respect for human rights; or the
ring-fencing may be more specific—for example, reference may be made
to particular human rights (say, to the right of privacy in the context of the
circulation of genetic information) or to a particular activity that is judged
to violate a background human right (say, to a requirement of genetic
testing that is made by insurers or employers). Such issues of regulatory
design are important.”>? However, as I have already indicated, they are not
the issues that I propose to address in the present chapter.

Rather, my focus in this chapter takes us back to the ethical context
in which we find it being asserted that human rights should set the
regulatory agenda. Even allowing for the impact of globalisation, it
would be a nonsense to claim that we have, as it were, reached the era
of the end of ethics, that human rights is now the only available ethical
approach. Far from it, in practice, we find that the ethic of human rights
is just one in a plurality of competing views. Indeed, even in the familiar
commitments of the IBC—to the advancement of modern biotechnology
for the benefit of all humans, while at the same time fully respecting
human rights and human dignity—we have three competing ethical
approaches in play.

In the first part of the chapter (section 2), I will sketch the three
principal constituents in this plurality before going on, in the second part
(section 3), to indicate some of the ways in which the plurality obstructs
the articulation and application of regulatory regimes that are fully in line
with defending the integrity of human rights.!3

2. SINGULARITY OR PLURALITY?

In the ideal-typical context (presupposed by the dual proposition at the
start of this chapter), the legitimacy of regulation has to answer to just one

11 See N Gunningham and P Grabosky, Smart Regulation (Oxford, Clarendon Press, 1998).

12 See, eg, S Leader, ‘Collateralism’ in R Brownsword (ed), Human Rights (Oxford, Hart
Publishing, 2004), 53; and DJ Galligan in this volume.

13 Compare the excellent discussion in A Plomer, The Law and Ethics of Medical Research—
International Bioethics and Human Rights (London, Cavendish, 2005), esp chaps 1 and 2.
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ethical constituency, that of human rights. Such is singularity. However,
this is not the context that actually obtains for the regulation of modern
biotechnology. Indeed, one of the distinctive characteristics of this par-
ticular regulatory space is that a plurality of ethical views is pressed upon
regulators. Having said this, it is as well to repeat that the ethical plurality
is itself situated within a much larger plurality of competing stakeholder
interests—it is a plurality within a plurality. In other words, to assert a
human rights perspective, we first have to argue for an ethical approach
(as against various non-ethical approaches), and then we have to argue
for human rights against its rivals within the ethical plurality.

The ethical plurality, the ‘bioethical triangle’!* as I will term it, is made
up of three ethical constituencies: utilitarians who advocate the pursuit
of human welfare (human health, wealth and happiness); human rights
theorists; and a constituency that I have previously termed ‘the dignitarian
alliance’.’> Each of these constituencies has its own distinctive ethical
perspective. Occasionally, the perspectives converge to invite regulators
to act on a consensus (as is the case at present with human reproductive
cloning); sometimes, a synthesis of utilitarian and human rights thinking
will emerge;!® but, too often for regulatory comfort, these perspectives
generate competing and conflicting views (as is the case, for instance,
with therapeutic cloning and human embryonic stem cell research).!”

Neither utilitarian nor human rights thinking requires any extended
introduction. Utilitarians count utility (encompassing individual pleasure
and preference satisfaction, and the like, together with convenience and
economy), the sum of utilities being aggregated in the credit column;
and they count disutility (encompassing individual pain, suffering and

14 See R Brownsword, ‘Three Bioethical Approaches: A Triangle to be Squared’, paper
presented at international conference on the patentability of biotechnology organised by the
Sasakawa Peace Foundation, Tokyo, Sept 2004 (available at www.ipgenethics.org/confer-
ence/transcript/session3.doc).

15 See R Brownsword, ‘Bioethics Today, Bioethics Tomorrow: Stem Cell Research and the
‘Dignitarian Alliance” (2003) 17 Notre Dame Journal of Law, Ethics and Public Policy 15.

16 See R Brownsword, ‘Regulating Human Genetics: New Dilemmas for a New
Millennium’ (2004) 12 Medical Law Review 14.

17 All 191 members of the United Nations support a prohibition on human reproduc-
tive cloning. However, after four years of deliberation, during which time efforts have
been made to achieve a consensus covering the regulation of all uses of cloning technology
(reproductive and therapeutic) in humans, the nations remain divided. On 18 Feb 2005, the
Legal Committee voted 71 in favour, 35 against, with 43 abstentions, to recommend to the
General Assembly that members should be called on “to prohibit all forms of human cloning
inasmuch as they are incompatible with human dignity and the protection of human life’
(UN press release GA/L/3271, available at www.un.org/News/Press/docs/2005/gal3271.
doc.htm). On 8 Mar 2005, the General Assembly accepted this recommendation, 84 members
voting in favour of the (non-binding) UN Declaration on Human Cloning, with 34 against
and 37 abstentions (UN press release GA /10333, available at www.un.org/News/Press/
docs/2005/gal10333.doc.htm). For discussion, see R Brownsword, ‘Stem Cells and Cloning:
Where the Regulatory Consensus Fails” (2005) 39 New England Law Review 535.
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distress, and the frustration of preferences and the like, together with cost,
inconvenience and the general expenditure of resources), such disutilities
being totalled in the debit column. For utilitarians, the maximisation of
utility and the minimisation of disutility are all that counts. Once the
entries have been made, the columns added and the full range of options
compared, it does not need a high-powered computer to confirm the logic
of utilitarian computation.

By now, we are all familiar with the tension between utilitarian
promotion of the general good (where little or no attention is paid to
the distribution of utility or disutility) and the constraints imposed if
individual rights are to be taken seriously.!® Where human rights has
made its mark, it is axiomatic that best practice demands careful attention
to free and informed consent, that the capacity for autonomous decision-
making should be respected, that privacy and confidentiality should be
protected, and so on. However, if bioethics was once a two-way contest
between utilitarians and human rights theorists, this is no longer the
case.

Where a technology impacts on the human body, as is particularly
the case with the human genetics applications of biotechnology, this is
widely seen as raising concerns about human dignity. Even in the case of
information and communication technology which, issues of (Internet)
content regulation apart, largely raises questions within and between
utilitarian and human rights thinking, we find concerns about human
dignity being expressed once a bio-application is proposed—witness,
for example, the recent discussion by the European Group on Ethics in
Science and New Technologies with regard to ICT implants in the human
body.19 At all events, what we now have is a third ethical constituency,
a determined alliance of dignitarian views, making up the plurality.?’
This perspective condemns any practice, process or product—human
reproductive cloning, therapeutic cloning and stem cell research using
human embryos being prime examples?'—which it judges to compromise
human dignity. Such condemnation (by reference to human dignity)

18 For some vivid examples of researchers putting their projects before their research
participants, see Plomer, n 13 above, chap 2 (US human radiation experiments), chap 3 (UK
Porton Down experiments), and chap 6 (research trials in developing countries).

19 Opinion No 20 of the European Group on Ethics in Science and New Technologies to
the European Commission, Ethical Aspects of ICT Implants in the Human Body (adopted 16 Mar
2005).

20 Compare R Brownsword, ‘Biotechnology and Rights: Where are We Coming from
and Where are We Going?’ in M Klang and A Murray (eds), Human Rights in the Digital Age
(London, Cavendish Glasshouse, 2005), 219; and S Millns in this volume.

21 Gee, eg, ]IMZ. Makdisi, ‘The Slide from Human Embryonic Stem Cell Research to
Reproductive Cloning: Ethical Decision-making and the Ban on Federal Funding’ (2003) 34
Rutgers Law Journal 463.
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operates as a ‘conversation stopper’;?? but the dignitarians are not
troubled—to say that something violates human dignity is the ultimate
condemnation. The emergence of the new dignitarian view creates a
genuinely triangular contest, the dignitarians disagreeing as much with
the utilitarians as they do with the human rights constituency—with
the former because they do not think that consequences, even entirely
‘beneficial’ consequences (that is, ‘beneficial’ relative to a utilitarian
standard), are determinative; and with the latter because they do not
think that informed consent cures the compromising of human dignity.

Somewhat confusingly, human dignity is a key idea in two corners
of this three-way contest.?® Utilitarians can squeeze some disutility out
of concerns about human dignity, but the idea that we should disallow
a practice because human dignity is compromised is not a prominent
feature of utilitarian thinking. With the human rights constituency,
however, matters could scarcely be more different. Human rights
theorists believe that the entire apparatus of human rights is premised
on the principle of respect for human dignity. This premise is written
into the historic human rights instruments of the mid-twentieth century.
According to the Preamble to and Article 1 of the Universal Declaration of
Human Rights, the fundamental premise is that we each have inalienable
and intrinsic human dignity. This is why we have human rights. The jump
from human dignity to human rights actually bears closer examination,
but it is the move that is standardly made: if the question is why we have
human rights, the stock answer is: ‘[b]ecause we have human dignity’.*

In the dignitarian corner, too, respect for human dignity is fundamental,
but not as the underpinning of human rights and individual autonomy.
Drawing on a mixture of Kantian, Catholic and communitarian credos,
this constituency registers its discomfort with various aspects of new
technology by contending that human dignity is compromised. If we
value a rights-driven conception of autonomy, this is bad news; if we
take a utilitarian view, it is also an annoyance; but if we fear, say, genetic
discrimination or if we sense a certain insouciance about the way in which
human embryos are committed for research, the bold red lines drawn by
the new dignitarianism may have some appeal.

22 See D Birnbacher, ‘Do Modern Reproductive Technologies Violate Human Dignity?”
in E Hildt and D Mieth (eds), In Vitro Fertilisation in the 1990s (Aldershot, Ashgate, 1998),
325. Compare Nuffield Council on Bioethics, Genetically Modified Crops: the Ethical and Social
Issues (London, Nuffield Council on Bioethics, 1999), 96 (those who contend that genetic
modification is intrinsically wrong or unnatural present views that ‘have something of an
“unarguable” quality, inasmuch as no amount of information, explanation or rationalisation
would move a person with such views from their position’”.).

23 See D Beyleveld and R Brownsword, Human Dignity in Bioethics and Biolaw (Oxford,
Oxford University Press, 2001); D Feldman, ‘Human Dignity as a Legal Value’ [1999] Public
Law 682 and 61-76; and Plomer, n 13 above, chap 4.

2 Gee Brownsword, n 15 above.
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3. THE SIGNIFICANCE OF THE PLURALITY

What are the implications of the ethical plurality for the aspiration that
the regulation of biotechnology should be compatible with respect for
human rights? In what follows we can consider three kinds of case in
which respect for human rights is not focal and, in consequence, the ethic
loses ground in the contest for regulatory endorsement. In the first type
of case, human rights simply fails to register or be sufficiently supported
and properly recognised in the pre-legislative debates (the problem of
non-recognition); in the second, human rights is recognised but there is
some slippage in the drafting (the drafting deficit); and, in the third, the
slippage is in the interpretation of the regulation as drafted (the interpre-
tive deficit). Relative to a human rights perspective, each of these cases
represents a particular example of regulatory failure.

Before discussing these three problems/deficits (concerning pre-
legislative (non-)recognition, drafting and interpretation), it is as well
to speak briefly to the idea of regulatory failure. Regulatory failure, like
regulatory success, is a matter of degree; but, whether we are plotting
success or failure, we will start measuring it in terms of regulatory
effectiveness. We can start with a measurement model that is largely
content-neutral (at any rate, it is not loaded with a particular substantive
regulatory content, ethical or otherwise, let alone specifically a human
rights content); but, before we can characterise our three problems/
deficits as cases of regulatory failure, we have to introduce a specifically
human rights content into our measurement model.

If we frame a model of regulatory process in neutral terms, we can
identify four key stages in the regulatory cycle at which failure or success
can be tested. These stages are:

— (stage one) the identification of a recognised or authoritative reg-
ulator (particularly where new technologies emerge, or where
there are cross-border disputes, it might not always be clear who
has authority);?

— (stage two) the issuing of ‘guidance’? by a recognised regulator;

— (stage three) the response of regulatees to the guidance issued
(whether the guidance is in the nature of a requirement or pro-
hibition, or a permissive facilitation); that is, whether or not
regulatees act on, or comply with, the guidance; and

% Compare, eg, the early experience with domain name disputes and a range of other
cross-border Internet issues (eg, LICRA v Yahoo! Inc., where it was claimed that internet auc-
tion sites, hosted by a US-based ISP, violated French law by offering Nazi memorabilia for
sale: see DW Vick, ‘Regulating Hatred’ in Klang and Murray (eds), n 20 above, 41).

26 Regulatory guidance may be of more than one orientation, protective as well as facilita-
tive. Drawing on the logic of a rights-based ethic, the three essential guiding directions are
prohibition, permission and requirement.
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— (stage four) the response made by regulatory agencies if and
when regulatees do not act on or comply with the guidance; that
is, whether or not remedial steps are taken (whether by way of
enforcement or by making adjustments to the guidance).

So stated, these key stages leave a great deal to be unpacked. In particu-
lar, it is implicit in the second stage that the guidance issued (whatever
its particular content) is at least clear and intelligible, that it coheres with
other guidance that has been issued, and that it is properly communicated
to regulatees;”” and, at the third stage, it is implicit that effective regula-
tion presupposes an accurate monitoring of compliance. Once we add in
to this content-neutral model a specific human rights ethic for regulatory
projection, we can identify the following critical points.

Assuming that we have a recognised regulator in place, the first
opportunity for regulatory failure is at and around stage two, the
determination of the regulatory content and the issuing of the regulatory
guidance. One problem is that the regulator may fail to respond to the
human rights case; it may simply fall on deaf ears. Another is that, even
if the regulator intends to issue guidance that is designed to promote the
human rights view, the drafting may be unsatisfactory. This is not just
a matter of being clear, of giving an unequivocal signal; what matters
is that the right signal (the human rights signal) is clearly given. If the
guidance is defective in its drafting, this stores up problems for those
who seek to act on the guidance—whether they are regulatees who wish
to comply, regulatory agencies which wish to apply, or interpreters who
wish to give effect to the guidance. This is particularly problematic
for those who are committed to the ethic of human rights, a drafting
deficit being unhelpful insofar as it allows in the voices of opposition. It
follows that where there is a drafting deficit, judgments about regulatory
effectiveness at stages three and four will turn on how well the problems
set in train by the defective drafting are handled. Is it possible to limit
the damage or even rectify the drafting? Finally, even if the drafting
is properly attuned to human rights considerations, there is still the
possibility that it may be misinterpreted or misapplied. Accordingly, it
is in this context that we can address the potentially distorting effect of
the ethical plurality.

3.1 The Problem of Non-recognition

In a plurality, even in an ethical plurality, human rights will not always
prevail. Where human rights has to compete with both utilitarian and

¥ Compare the seminal analysis in L Fuller, The Morality of Law (New Haven, Conn, Yale
University Press, 1963); and see, too, K Yeung, Securing Compliance: A Principled Approach
(Oxford, Hart Publishing, 2004), at 33—4.
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dignitarian views, there will be different winners and losers in different
places at different times. Where a community is constituted by commerce,
utilitarian views are liable to prevail; and, where a community has a
strong cultural identity, the dignitarian view may be dominant. On occa-
sion, therefore, regulation may be drafted, quite intentionally, in a way
that declines to recognise a particular human rights argument. This does
not entail that all is lost from a human rights perspective; but it does mean
that regulatory failure is already implicated in the regulatory baseline. Let
me put some flesh on this with some examples.

One place where utilitarian ethics puts serious pressure on human
rights is in setting the regulatory framework for the operation of the
criminal justice system (and, by extension, the terms of exceptional
provisions designed to respond to threats to national security). In
liberal democracies, committed to the principles of due process but also
concerned to manage crime in an efficient and effective manner, there is
a constant tension between the background ethics of utilitarianism and
human rights. Where biotechnology has applications in the criminal
justice system, and particularly where its applications are believed to be
unusually powerful, there will be a temptation to run with utilitarian
thinking. For example, the development of DNA profiles and databases
is seen as an important forensic advance, enabling the police to match
suspects to crimes and improving the chances of the prosecution proving
its case beyond reasonable doubt. From a human rights perspective, such
moves are to be welcomed so long as they serve to protect rights-holders
who would otherwise be the victims of crime and to identify those who
have engaged in serious violations of rights; but implementation of such
measures must also respect the rights of those who are presumed to be
innocent—hence the trenchant criticism of the UK regulatory framework
which authorises the retention of 10-marker DNA profiles even though
the person has not actually been prosecuted for, let alone convicted of,
an offence.” Similarly, if access to the full underlying samples (which are
also retained under UK law) is not restricted or regulated in a way that
satisfies human rights considerations (of privacy and confidentiality),
there is additional cause for concern.?”’ At all events, as biotechnology
(sometimes in conjunction with ICT) continues to produce ever more
effective ways of biometrically identifying, tracking and locating citizens,
we cannot expect that proponents of human rights will have it all their
own way in turning back the tide of utilitarian thinking.

28 H Kennedy, Just Law (London, Chatto and Windus, 2004).

% For critical comments concerning the oversight of the National DNA Database in the
UK, see HC 96-1, Science and Technology Committee, Forensic Science on Trial (Seventh
Report of Session 2004-05) (London, TSO, 2005), chap 4.
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When we switch from the context of criminal justice to that of health
care, we find a rather different pattern. If the utilitarian ethic tends to
represent the default position in the former, it is the ethic of human rights
that tends to be the default in the latter. Such has been the influence of
bioethics that it is relatively unusual to find regulators displacing human
rights in order to allow medical research or treatment to be pursued
without the free and informed consent of patients and participants,
or without due regard to their rights of privacy and confidentiality.
However, one notable (and, not surprisingly, much criticised) exception is
section 60(1) of the Health and Social Care Act, 2001, according to which:

The Secretary of State may by regulations make such provision for and in
connection with requiring or regulating the processing of prescribed patient
information for medical purposes as he considers necessary or expedient: (a) in
the interests of improving patient care, or (b) in the public interest.

The import of this controversial provision is spelt out in paragraph 291 of
the explanatory notes accompanying the legislation:

This section enables the Secretary of State to make regulations for and in con-
nection with requiring or regulating the processing of patient information in
prescribed circumstances. This will make it possible for patients to receive
more information about their clinical care and for confidential patient infor-
mation to be lawfully processed without informed consent [my emphasis] to
support prescribed activities such as cancer registries. The Government places
importance on the consistent use of informed consent as the basis for handling
confidential patient information. The regulation-making power in this section
is therefore intended to provide for exceptional situations where essential ser-
vices cannot, having regard to the present NHS systems and available technol-
ogy, operate on that basis.

It is one thing for information to be circulated, in practice, without proper
attention to respect for privacy and confidentiality, or for informed con-
sent to be handled in an entirely perfunctory fashion; but it is unusual for
such displacement to be expressly authorised—but, in a plurality, this can
and does happen.

Another example concerns the rights of those who donate biological
samples for large-scale public health projects such as that of the UK
Biobank.?® After the much-publicised criticism of the Icelandic De-Code
project, regulators are likely to insist that participation must be on the
basis of free and informed consent.3! However, this does not, in itself,
reach the vexed question whether those who so participate have property

30 See www.ukbiobank.ac.uk; and, for comment, see JV McHale, ‘Regulating Genetic
Databases: Some Legal and Ethical Issues’ (2004) 12 Medical Law Review 70.

31 See, eg, L Schulz, ‘Genetic Data Banks’ (2001) 9 Jahrbuch fiir Recht und Ethik 43; but com-
pare V Arnason, ‘Coding and Consent: Moral Challenges of the Database Project in Iceland”
(2004) 18 Bioethics 27.
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rights of any description in their biological samples either ex ante (ie, prior
to participation) or ex post (ie, after enrolment and once the materials
have been banked).?? The ex ante issue is the crucial one; and, from any
ethical standpoint, there are some poor arguments in circulation on this
particular question. For instance, those who advocate in favour of an
ex ante property right in one’s own removed body parts and samples
cannot derive such a right from the settled and undoubted right to bodily
integrity; for it is clearly a non sequitur to hold that, because A has a
claim-right to his bodily integrity, it follows that A has a property right in
relation to his removed body parts.?® Even if B does wrong by lopping off
A’s arm (against A’s will), this does not entail that A has proprietary rights
over the removed arm. Conversely, those who advocate against an ex ante
property right cannot make out the case by relying on the settled and
undoubted understanding that donation involves an ex post abandonment
of property. Clearly, A, a donor, has no property rights ex post (otherwise
this would not be a case of donation); but this says nothing about whether
A has property rights in removed body parts prior to donation—indeed,
the argument might be turned on its head, on the basis that, strictly
speaking, A could not be a ‘donor’ (merely a possessor who transfers
possession) without an ex ante property title.

For present purposes, it suffices to say that there is at least a plausible
human rights argument in favour of recognising an ex ante property
right and that, if such a right were recognised, there might be three
significant practical effects. First, participants might be less willing to
donate their biological samples; the limits of altruism would be put to
the test. Secondly, participants might be willing to donate their biological
samples provided that a satisfactory benefit-sharing agreement was in
place. Thirdly, participants might be willing to donate their biological
samples provided that they retained a measure of control over the way
that the biobank was developed as a research resource, including who
would have access to the data and on what terms. From a utilitarian
standpoint, each of these outcomes has a cost; and, from a dignitarian
perspective, it is unacceptable that donors should be seeking to profit
by exploiting the value of their biological materials; commodification
(or commercialisation) of the human body is one of the paradigmatic
examples of the compromising of human dignity.

In the light of these remarks, it will come as no surprise to find that,
under the influence of a combination of utilitarian and dignitarian

32 For excellent philosophical discussion, see SR Munzer, A Theory of Property (Cambridge,
Cambridge University Press, 1990), esp. at 37-58.

33 As pointed out in JW Harris, ‘Who Owns My Body?’ (1996) 16 Oxford Journal of Legal
Studies 55.
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thinking,3 the prevailing view is that no such ex ante property rights
should be recognised on the part of donors. Most famously, in Moore v
Regents of the University of California,® the lobby against recognition of
such rights was getting its way before the case was settled; and, more
recently, in Greenberg v Miami Children’s Hospital Research Institute, Inc,3®
the view (from Moore) that there is no property in one’s own body parts
has been followed.*” Extending this reasoning to the ex post position,
under the governance rules for the UK Biobank,® one of the points for the
information of participants is as follows:

The fact that the UK Biobank will be the legal owner of the database and
the sample collection, and that participants have no property rights in the
samples.®?

This point is underlined by emphasising that participants will not be
offered any significant financial or material inducement to participate.*
And, as if to reassure the research community, it is reiterated that partici-
pants ‘will not have property rights in the samples’.#!

While donors are to have no proprietary entitlements, it is accepted
that it is perfectly appropriate for those who carry out research on such
materials to assert proprietary rights (just as the Biobank does) of both a
physical and intellectual nature. Putting this in utilitarian terms, the issue
is not so much whether property rights should be recognised; rather, the
issue is whether recognising ex ante property rights (which might then
force concessions in relation to ex post interests) promises to maximise the
utility of the research facility, to incentivise the research community, and
to encourage commercial investment, and the like. If the utilities favour
downstream users being free to proceed without upstream proprietary

3% Eg, Art 21 of the Council of Europe’s Convention on Human Rights and Biomedicine
provides: ‘[tlhe human body and its parts shall not, as such, give rise to financial gain'—
trenchantly criticised by C Delkeskamp-Hayes, ‘Respecting, Protecting Persons, Humans
and Conceptual Muddles in the Bioethics Convention’ (2000) 25 Journal of Medicine and
Philosophy 147, at 162—4. For discussion and, in particular, analysis of the significance of Art
22 (which requires ‘appropriate information and consent procedures’ for secondary pur-
poses in relation to removed body parts), see D Beyleveld and R Brownsword, n 23 above,
chap 8.

% Moore v Regents of the University of California 249 Cal Rptr 494 (1988); 271 Cal Rptr 146
(1990), 793 P2d 479 (1990); cert. denied 111 S Ct 1388 (1991).

3 See 2002 WL 1483266 (ND I11); 264 F Supp 2 1064 (SD Fla 2003) (02-22244-CIV-MORENO
(Miami)). For comment, see G Laurie, Genetic Privacy (Cambridge, Cambridge University
Press, 2002), at 322-3; and F Bellivier and C Noiville, “The Commercialisation of Human
Biomaterials: What are the Rights of Donors of Biological Material?’, paper presented at
workshop on ‘Property in Human Tissue’, University of Tiibingen, 21-22 Jan, 2005.

37 Tt should be said, however, that insofar as the reasoning relies on the effect of donation
(and, thus, focuses on the ex post issue), it is unconvincing.

3 See UK Biobank Ethics and Governance Framework (Version 1.0, 24 Sept 2003).

39 Tbid, at 9.

40 Ibid, at 14.

41 Tbid, at 18.
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complications, and if regulators are so persuaded, then whatever the
detail of the human rights case the argument will have been lost.*?

A further example is the claimed right not to know (about one’s own
genetic make-up). This is not a right not to be told tout court; it is a right
to shield oneself against the receipt of information where receipt is against
one’s will—a right, in other words, that is akin to a right to refuse to
accept unsolicited marketing calls, junk mail, or spam messages, and so
on. Gilbert Hottois has denounced such a right, linking it to ‘traditional—
medieval—scientophobic and anti-progressivist beliefs, and to a nostalgia
for the paternalism of oligarchies which keep the monopoly of knowledge
and the mission of dispensing appropriate fractions of that knowledge
to the people’.#® However, viewing the claim from a human rights
perspective, it seems to me that a plausible case might be made out that
such a right is immanent within the privacy or autonomy interest; and I
will proceed on the assumption that, from a human rights standpoint, an
arguable case for the right not to know may be made out.

In contrast with the claimed property right, much more success has
been enjoyed in registering a right not to know. So, for instance, Article
10(2) of the Convention on Human Rights and Biomedicine provides that
‘the wishes of individuals not to be so informed [ie, about their health]
shall be observed’; Article 5(c) of the UNESCO Universal Declaration on
the Human Genome and Human Rights states that ‘[t]he right of every
individual to decide whether or not to be informed of the results of genetic
examination and the resulting consequences should be respected’; and this
is echoed by Article 10 of the International Declaration on Human Genetic
Data which provides that [w]hen human genetic data, human proteomic
data or biological samples are collected for medical and scientific research
purposes, the information provided at the time of consent should indicate
that the person concerned has the right to decide whether or not to be
informed of the results"—and, what is more, this Article contemplates the
right not to be informed being extended to ‘identified relatives who may be
affected by the results’. Such support, notwithstanding, it is not difficult to
imagine how arguments resisting such a right might be marshalled.

For instance, suppose that a pregnant woman (let us call her Ann) is
aware that there is a history of Huntington’s disease in her family. She
is worried that her baby may have the Huntington’s gene. If it does,
she would want to terminate the pregnancy. However, Ann does not
wish to know whether she herself has the Huntington’s gene, that is,
she wishes to be insulated against any information concerning her own

4 Compare ] Boyle, Shamans, Software, and Spleens (Cambridge, Mass, Harvard University
Press, 1996).

43 G Hottois, ‘A Philosophical and Critical Analysis of the European Convention of
Bioethics’ (2000) 25 Journal of Medicine and Philosophy 133, at 140.
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condition.** Ann’s medical advisers believe that, in the present state of
the art, two types of test can be carried out: a mutation test which will
establish conclusively whether or not the foetus has the defective gene;
or an exclusion test which is a linkage test targeting genetic markers
that are close to the site of the mutation. In relation to the right not to
know, the difference between these two tests is extremely significant. If
the result of a mutation test is negative, there are no implications for the
status of the mother; but, if the result is positive, the mother will have the
Huntington’s gene. By contrast, whatever the result of the exclusion test,
whether positive or negative, there are no implications for the mother—
she already knows that she is at risk and, irrespective of the result of the
exclusion test, she will know no more and no less than this about her
own status. If Ann is to prioritise her interest in not knowing whether she
has the Huntington’s gene, she will opt for the exclusion test.

Why should anyone object to Ann enjoying the right not to know and,
thus, opting for the exclusion test? From a dignitarian perspective, the
problem is that the exclusion test will establish only whether the foetus is
at risk and, in the case of a false positive, the objection is that Ann might
elect to abort a foetus that does not actually have the Huntington’s gene.
Accordingly, the price that is paid for respecting Ann’s right not to know
is that we may abort a foetus that is perfectly healthy. There is also the
question of how expensive it is to counsel Ann and offer her these choices.
If administration of the right not to know is unduly costly, utilitarians will
join the dignitarians in resisting regulatory recognition for this claimed
extension of the privacy right.®

Returning to Ann’s case, although she can point to background
support in the various international and European instruments already
cited, she cannot succeed in a legal claim unless the right has been
effectively transcribed into her particular legal regime. If legislators have
regulated directly on the point, this will govern any dispute between Ann
and her medical advisers. However, in the absence of bespoke regulation,
the point may arise in more than one way. For example, if the dealings
between Ann and the medical advisers are governed by private law, Ann’s
grievance (in being denied knowledge of, or access to, an exclusion test)
may show up as a novel tort claim;* or, if the test is provided as a matter

4 For a Gewirthian analysis, see D Beyleveld, O Quarrell and S Toddington, ‘Generic
Consistency in the Reproductive Enterprise: Ethical and Legal Implications of Exclusion
Testing for Huntington’s Disease’ (1998) 3 Medical Law International 135.

45 This might be an issue, too, in relation to routine genetic profiling of neonates. Generally,
for discussion, see Human Genetics Commission, Profiling the Newborn: A Prospective Gene
Technology? (London, Human Genetics Commission, March 2005).

46 Compare R Brownsword, ‘An Interest in Human Dignity as the Basis for Genomic
Torts” (2003) 42 Washburn Law Journal 413.
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of public health provision, Ann may seek to get the test that she wants by
a process of judicial review.” In either case, though, there may be further
obstacles standing in the way if judges are nervous about creating broad
and vague new claims or exceeding their authority by intervening in
decisions about the expenditure of public resources.

Before moving on, itis worth remarking that Ann’s case draws attention
to two important points. One is that there is a considerable distance
between international declaration and concrete domestic provision;
the fact that the ethic of human rights is recognised at one level does
not entail (particularly given the plurality) that it will be recognised
domestically. The other point is that the way that the plurality plays
may vary from one domestic regulatory arena to another—for example,
in judicial settings, we may find that human rights enjoys more support
than in legislative settings, or not, as the case may be. Putting these
two points together, it is apparent that a complete account of the ethical
and legal dynamics would need to plot the operation of the plurality
at all levels from international to domestic, in both soft and hard law
dimensions, and taking into account the prevailing culture of executive,
legislative and judicial decision-making—a task for a book rather than a
single chapter, I think.

3.2 The Drafting Deficit

Ideal-typically, regulation should be expressed in such a way that requires
the development or application of biotechnology to conform to human
rights standards. As I have said, such expression might be drafted in more
than one way; but, in the ideal-typical case, no matter which drafting style
is adopted, the focal concern is respect for human rights.

Ethical pluralism apart, there can be routine slippage in the drafting,
whether arising from carelessness, the ambiguity or vagueness of
language, or the indeterminacy of regulatory intent (particularly where
rapidly developing technologies outstrip their regulatory frameworks
causing a lack of connection), and so on.*® Such stock problems are well
known. However, with ethical pluralism in play, there are two particular
forms of drafting deficit, one involving over-inclusion (especially where
human rights is expressed in dignitarian terms), the other under-
inclusion (especially where human rights is qualified by utilitarian
considerations).

47 Compare R v Cambridge Health Authority, ex parte B (1995) 23 BMLR 1 (CA).
4 Generally, see JN Adams and R Brownsword, Understanding Law 3rd edn (London,
Sweet and Maxwell, 2003).
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3.2.1 Over-inclusion

The problem of over-inclusion tends to arise where, although the ethic
of human rights has registered, it is not the only ethical element in the
regulatory mix.

There are a number of possible scenarios here. One is that, although
human rights is the dominant ethic, there is significant support for an
alternative view. In such a setting, regulators might be forced to make
compromises—one ploy, for example, is to register minority concerns in the
non-operative parts of a legal instrument, in the Preamble or the Recitals,
even if such views are not fully enacted as such in the Articles. Where this is
the situation, there is a temptation to ‘fudge’ the drafting in order to conceal
the ethical divisions. So, for example, in her perceptive commentary on the
background to the Convention on Human Rights and Biomedicine, Aurora
Plomer® says:

By opting for general definitions and deferring the specification of key con-
cepts to later protocols, the Bioethics Committee was also undoubtedly aiming
to maximise the chances of avoiding outright divisions and reaching a consen-
sus on broad, overarching principles which allowed States which were reluc-
tant to sign up to common European legislation a wide margin of appreciation
when implementing the Convention’s provisions. But in so doing, the drafters
also opened themselves to the charge that the Convention would either be an
empty text, devoid of substantive meaning, or a ‘conceptual muddle” glossing
over sharp ethical divisions.?

While drafting for consensus rather than clarity is understandable in the
broader scheme of things, it obviously militates against maintaining a
clear focus on the ethic of human rights.

Perhaps the outstanding example of over-inclusiveness is in the work
of the IBC itself. The problem is that the Committee refuses to adopt an
exclusive conception of human dignity, as a result of which its instruments
draw on both the human rights conception of human dignity (human
dignity as empowerment) and the version of human dignity propounded
by the dignitarian alliance (human dignity as constraint).’! Arguably,
while the latter is particularly evident in the Universal Declaration on the
Human Genome and Human Rights,*? the former seems more influential

4 N 13 above See, too, C Delkeskamp-Hayes, ‘Respecting, Protecting Persons, Humans
and Conceptual Muddles in the Bioethics Convention’ (2000) 25 Journal of Medicine and
Philosophy 147; G Hottois, ‘A Philosophical and Critical Analysis of the European Convention
of Bioethics” (2000) 25 Journal of Medicine and Philosophy 133; and K Schmidt, “The Concealed
and the Revealed: Bioethical Issues in Europe at the End of the Millennium’ (2000) 25 Journal
of Medicine and Philosophy 123.

50 N 13 above, at 24-5.

51 See Beyleveld and Brownsword, n 23 above.

52 Adopted by General Assembly Resolution 152, UN GAOR, 53rd Sess., UN Doc
A/53/625/Add.2 (1998).
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in the International Declaration on Human Genetic Data.”® However,
what is beyond argument is that these are competing conceptions of
human dignity; and that the general rhetoric of respect for ‘human rights
and human dignity” glosses over a critical ethical faultline.>

Very much the same point might be made about the recent United
Nations Declaration on Human Cloning that calls on members ‘to prohibit
all forms of human cloning inasmuch as they are incompatible with
human dignity and the protection of human life’.> Quite remarkably, this
requirement runs together three opportunities for over-inclusion. First, as
Bart Wijnberg has observed, the use of the phrase ‘inasmuch as’ creates
a ‘constructive ambiguity” in this resolution (allowing for both a narrow
(“to the extent that’) and a broad (‘for the reason that’) interpretation of the
prohibition on human cloning).>® Secondly, to make my own point, this
ambiguity reaches through to invite reading the prohibition in line with
one’s favoured conception of human dignity. And, thirdly, as pointed out
by several of the members who voted against adopting the Declaration,
the invitation to over-inclusiveness is repeated with reference to the
protection of human life.”” To be sure, the dignitarian view (contending
for a broad prohibition) is in the ascendancy here. However, insofar as we
view the recommendation (and any regulation expressed in such terms)
from a human rights perspective, the problem is not that the drafters
demand that there should be respect for human dignity and human life
(no supporter of human rights could disagree with that) but that the
demand is expressed in over-inclusive terms.%

53 Adopted by the General Conference on 16 Oct, 2003. According to Art 1, the principal
aim of the Declaration is ‘to ensure [respect for] human dignity and protection of human
rights and fundamental freedoms in the collection, processing, use and storage of human
genetic data, human proteomic data and of the biological samples from which they are
derived . . .. However, by contrast with the Universal Declaration on the Human Genome
and Human Rights (which is peppered with references to human dignity), this is a relatively
rare occurrence; and, even when human dignity is mentioned, it is in company (as in Art 1)
with human rights and fundamental freedoms. A plausible explanation for this difference
of emphasis is that ‘the collection, processing, use and storage of human genetic data’ raises
foreground questions of privacy, confidentiality, linkage, anonymisation and so on, all of
which are familiar human rights issues.

5 Brownsword, n 1 above.

% See n 17 above.

5% B Wijnberg, ‘Intergovernmental Activities in Bioethics Worldwide’ in Council of
Europe, Meeting the Challenges of Changing Societies 151 at 155 (paper given at the Eighth
European Conference of National Ethics Committees, Dubrovnik, 25-26 April 2005). See,
too, the explanatory remarks made by the South African representative, n 17 above, saying
that the delegation had abstained because it detected a deliberate ambiguity in the drafting
of the text.

57 See n 17 above, especially the explanatory statements by China, the UK, and Spain.
So, eg, the UK representative explained his vote against the Declaration by saying that ‘the
reference to human life’ could be interpreted as a call for a total ban on all forms of human
cloning’: ibid.

%8 Compare Hottois, n 43 above, who (speaking of the Convention on Human Rights and
Biomedicine) says (at 135):
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3.2.2 Under-inclusion

Regulation is drafted in an under-inclusive way when, notwithstand-
ing a clear human rights commitment, it fails fully to secure the ethic.
Commonly, we find the commitment to human rights watered down by
the use of qualifiers such as ‘wherever reasonably practical’ or the like,
the effect of which is to allow the fundamental paper commitment to be
relaxed in practice.

A more subtle instance of under-inclusiveness can be seen in the
European Data Protection Directive.”” According to Article 1 of the
Directive, ‘Member States shall protect the fundamental rights and
freedoms of natural persons, and in particular their right to privacy
with respect to the processing of personal data’. Elaborating on this
foundational idea, the Directive outlines how data may be legitimately
processed either (a) where the data subject consents to the processing or
(b) where one of a number of legitimating conditions is satisfied. Where
the data subject consents, any infringement of the data-subject’s privacy
rights is negated; no wrong is done. Where there is no consent, from a
human rights perspective, a wrong is done to the data subject even if,
all things considered, it can be justified. There is much that could be
said about this; but the short point is that the consent-based justification
ought to be privileged in any human rights-led regulatory regime. In
other words, it should be explicitly provided that, first, attempts must
be made to satisfy the consent condition before turning to any of the
alternative conditions. The logic of human rights thinking, so to speak, is
that consent has lexical priority.?’ Of course, it would not be too difficult
for the Directive to be interpreted in a way that restored the priority of
consent; but this assumes a willingness to repair a human rights deficit,
and this takes us to a third point at which we can find the plurality
inviting regulatory failure.

3.3 The Interpretive Deficit

Ideal-typically, regulation that purports to govern the development, use
or application of modern biotechnology should be interpreted in a way

‘Twant to stress that I don’t deny the importance and interest of a Convention which, in the
universalistic line of human rights, would protect persons against specific risks concerning
their fundamental freedoms and rights and their dignity in relation with biomedical prac-
tice and research and development. But there are many ways to conceive of these risks and
protections, and, for some issues, these conceptions cannot be unified.’

% Directive 95/46/EC [1995] O] L 281/31.
0 On the ‘priority of consent’, see D Beyleveld and R Brownsword, Consent in the Law
(Oxford, Hart Publishing, forthcoming).
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that ensures that human rights are respected. However, the ideal-type
presupposes that interpreters are dealing with regulation that is drafted in
such a way that a straight-line human rights interpretation is facilitated.
Where this is not the case, interpreters face a more complex task in articu-
lating a human rights compliant interpretation.

Accordingly, in this part of the discussion, the following three scenarios
are taken to be relevant: (i) where the regulation is expressed in terms
that make an ethic other than human rights focal (so that we already
have a case of regulatory failure); (ii) where the regulation is expressed in
(general) terms that do not make an ethic other than human rights focal
but neither does the drafting make human rights focal; and (iii) where
the regulation is correctly expressed in terms that make human rights
focal. In each of these scenarios, of course, we would need to know more
about the background culture of adjudication or interpretation.®! Without
such background information, my remarks are necessarily sketchy and
schematic.

3.3.1 Where regulation is expressed in terms that make an ethic other than
human rights focal

If regulation explicitly embeds a utilitarian or a dignitarian ethic as the
guiding approach, a great deal of interpretive work will need to be done
to transform the particular regulatory measure into a human rights-
compliant provision. For example, when Article 6(2) of the Directive on
the Legal Protection of Biotechnological Inventions®? (a provision that
clearly reflects dignitarian thinking) decrees, inter alia, that processes
both for cloning human beings and for modifying the germ line genetic
identity of human beings shall be unpatentable, it would be a bold
interpreter who would read such restrictions as being lifted provided
either that no rights were infringed or that any relevant rights-holder
had authorised such processes or modification by consenting thereto.
Unless the drafting of the regulation is at odds with a strong back-
ground culture of human rights thinking, interpreters are liable to run
into a catalogue of familiar objections to the effect that they are usurping
the legislative function, going beyond their role as interpreters of the
law, abusing their independence, and so on. If, however, the background
culture is such that it is accepted that drafting of this kind must be ‘read
down’ to render it compliant with human rights values, then interpret-
ers have the support that they need—and, of course, in an ideal-typical

1 Compare, eg, T Cottier in this volume and E-U Petersmann in this volume for valuable
insights as to the culture of dispute settlement at the WTO.
62 Directive 98/44/EC [1998] O] L 213/13.
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world, they would act on it to render an interpretation that is human
rights compatible.®

3.3.2 Where regulation is expressed in terms that do not make an ethic other
than human rights focal but neither does the drafting make human rights focal

Often, regulation will signal that morality (or ethics) matters, but it will
not specify the regulative ethic nor will it offer more specific regulatory
guidance. Similarly, the drafters may use class descriptors such as ‘human
being’, or ‘no one’, or ‘everyone’, but without specifying precisely where
the class boundaries lie;* or they may use a term such as ‘eugenics’ but
without spelling out precisely what kinds of genetic intervention are pro-
hibited and which interventions, if any, are permitted. For example, it has
been questioned whether the prohibition against ‘eugenic practices” in
Article 3.2 of the EU Charter of Fundamental Rights might be read as cov-
ering pre-implantation genetic diagnosis (even where PGD is designed to
forestall the implantation of human embryos that have the genetic mark-
ers for serious disorders).®> Where ethics is made relevant in this general
unspecified way;, it is open to interpreters to read the relevant ethic (or
descriptor or term) in a way that is in line with human rights thinking;
but, equally, the regulatory blank cheque might be filled out in favour of
a rival ethic.

To start with a couple of well-known examples, albeit not involving the
regulation of biotechnology, we can recall the local police bans imposed on
‘dwarf-throwing” in clubs in France and on the Laserdrome ‘killing game’
in Germany. In both cases, the initial question was whether the bans were
authorised under police powers to maintain ordre public (in France) or
public order (in Germany). This question led, in both cases, to the core
issue of whether human dignity, as a fundamental constitutional value,
was violated by the banned activities. In the German case, the Omega
case, there was also the ‘European’ question: namely, whether the ban,
even if consistent with the value of human dignity as expressed by Article
1 of the Basic Law, was compatible with market freedoms, in particular
the freedom to provide services under Article 49EC. Stated shortly, the

63 Under s 3 of the Human Rights Act 1998, there is an obligation to ‘read down’ domestic
legislation in such a way that it becomes Convention compliant. According to Lord Steyn in
Regina v A [2001] UKHL 25, at paras 44—45, this obligation ‘is a strong one’ applying ‘even if
there is no ambiguity in the sense of the language being capable of two different meanings’;
and, it should be noted, the limit of interpretive leeway is the mere possibility of the reading
rather than its reasonableness.

4 See, eg, Art 8 of the Preliminary Declaration, n 7 above, which provides that ‘no one
shall be subjected to discrimination’.

65 HC 7-1, Science and Technology Committee, Human Reproductive Technologies and the
Law (Fifth Report of Session 2004-05) (London, TSO, 2005), paras 22-23.
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outcome of both cases was that the bans were held to be lawful and in line
with respect for human dignity.%

There are two ways of reading these decisions, one a straightforward
dignitarian interpretation, the other a more complex human rights
interpretation. The straightforward reading is that, as held by the
dignitarian alliance, each member of the community has a responsibility
to act in ways that are consistent with the constitutive value of human
dignity. As elaborated by communitarians, the distinctive local take on
human dignity (whether relative to the application of biotechnology or
the leisure industry) represents its version of civilised society and is the
key to its collective (cultural) identity. The alternative reading, which
is particularly encouraged by some of the remarks made in the Omega
case, is to the effect that participation in certain activities (such as dwarf-
throwing or killing games) might awaken or strengthen an attitude of
disrespect for the rights of others or for others as rights-holders. If so,
such activities represent an indirect threat to a community of (human)
rights and the value of human dignity that underpins it. For the state to
interfere legitimately with the free and informed life-style choices of the
participants takes some considerable justification (a point made forcefully,
of course, by Manual Wackenheim, the dwarf who challenged the legality
of the bans in France). If the consensual activities of the participants
directly impinge on the rights of third parties, the case for intervention is
clear. However, where the threat is indirect and speculative, prohibition
is much more difficult to justify—although it should be said that each
community of rights, as a community that constantly reviews whether its
practices are in line with the best interpretation of its rights commitments,
will need to decide how precautionary it should be in its public policy.*’”
But this is to take us away from the point that matters for present
purposes: quite simply, this is that, where regulation is framed in terms
that are neutral between rival ethics (terms such as ‘public order’ or ‘ordre
public’, respect for human dignity, and so on), the ethic of human rights
might claim some regulatory support, but it will not be the only ethic that
can do so.

Turning to the regulation of biotechnology, reference has already been
made to the recent Declaration on cloning at the United Nations. The
drafting of the Declaration, I have suggested, is over-inclusive (triply so,
in fact). Now, let us suppose, for the sake of illustration, that, whereas

% For the ‘dwarf throwing’ case, see Ville d’Aix-en-Provence [1996] Dalloz 177 (Conseil
d’Etat) req. nos. 143-578; Cne de Morsang-sur-Orge [1995] Dalloz 257 (Conseil d’Etat) req.
nos. 136-727; and for the Laserdrome case, see (Case C-36/02) Omega Spielhallen und
Automatenaufstellungs-GmbH v Oberbiirgermeisterin der Bundesstadt Bonn, 14 Oct 2004, [2004]
OJ C300.

7 For an extended discussion of this issue, see R Brownsword, ‘Happy Families,
Consenting Couples, and Children with Dignity: Sex Selection and Saviour Siblings” (2005)
17 Child and Family Law Quarterly 435.
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human reproductive cloning is incompatible with respect for human
rights, therapeutic cloning is compatible. Whatever the intention behind
the call, it allows for (indeed, it probably encourages) a dignitarian
reading; and, to the extent that a dignitarian rather than a human rights
interpretation is given, regulators will support a broad prohibition,
including a prohibition on therapeutic cloning. Where this happens, one
regulatory failure leads to another, over-inclusive drafting inviting a
deviant (non human rights) interpretation.

By contrast, in both the Relaxin Opposition®® and the Leland Stanford
Opposition,®® the European Patent Office drew the sting from any
dignitarian objections to the use of human tissue in research by interpreting
the morality clause of the European Patent Convention as though it were
a charter (albeit a limited charter) for the protection of human rights.”
In the former, where the opponents argued that a patent on a human
gene sequence, or a copy of a human gene sequence isolated from the
body, should be excluded, the researchers had taken tissue from pregnant
women; and, in the latter, the objection centred on the use of cells and
tissue taken from aborted foetuses and young children.”! In both cases,
the Opposition Division engaged in some detail with the objections, but
it clearly assumed that it was an adequate response to point out that the
tissue had been donated on the basis of an informed consent. For present
purposes, the fact that this misses or misreads the dignitarian point is not
the issue. The point is that a general clause is filled out with a particular
ethical content, in this case that of human rights—but it might have been
otherwise.

3.3.3 Where the regulation is correctly expressed in terms that make human
rights focal

Where regulation is drafted in terms that clearly make human rights focal,
life is easier for interpreters. For example, in the UNESCO International
Declaration on Human Genetic Data, wherever the rights of data-subjects
may be overridden, the drafters limit the exception by reference to what
is permissible according to the international law of human rights. Where
exceptions otherwise appeal simply to compelling reasons, public order,
the public interest, national security, and the like, the qualifying reference

8 [1995] EPOR 541.

 [2002] EPOR 2.

70 Compare the argument advanced in D Beyleveld and R Brownsword, Mice, Morality

and Patents (London, Common Law Institute of Intellectual Property, 1993).

71" As the Opposition Division concedes in Leland Stanford (at para 50):
‘[1t] is undeniable that the production of chimeric animals containing human organs
grown from human cells isolated from aborted foetuses or deceased persons, whether
children or adults, instinctively appears distasteful, if not immoral, to many people at
first glance.”
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is very important indeed.”? Even so, in a plurality, we cannot afford to
be complacent: other ethics are always in play and liable to be pleaded,
directly or indirectly.

A good example of how there can be such a breakdown in regulation is
provided by Recital 26 of the Patent Directive, according to which:

Whereas if an invention is based on biological material of human origin or if it
uses such material, where a patent application is filed, the person from whose
body the material is taken must have had an opportunity of expressing free
and informed consent thereto, in accordance with national law

On the face of it, this is an example of regulation that takes free and
informed consent (and, concomitantly, human rights) very seriously.
However, there is in the plurality the (utilitarian) view that the consent
requirement imposes too great a burden on researchers and, what is more,
that requirements of this kind are out of place in a patent system that is
geared for granting IP protection to those who make public the secrets of
their inventive work. Interpreters seeking to weaken the human rights
impact of this provision might do so in several ways.

First, the terms of Recital 26 might be simply ignored on the ground
that the operative part of the Directive is limited to the Articles; the
Recitals, so it might be contended, have no operative life of their own.

Secondly, Recital 26 may be given a reading that marginalises the
significance of consent. For example, the requirement may be read as one of
merely having the opportunity to consent (or refuse). On this basis, it might
be arguable that, provided that there is some kind of opportunity to opt out
from the use of one’s materials for research (or for commercial exploitation),
this satisfies an informed consent standard. Or, if this seems too cavalier, the
highly ambiguous phrase ‘consent thereto’ may be read as simply referring
(in the ordinary way) to the need for consensual taking of the material rather
than to consent to research let alone consent to patenting.

Thirdly, and notoriously, the idea of free and informed consent is open
to a broad range of interpretations. Whereas a utilitarian interpreter might
tend to favour conditions of free and informed choice that reflect an ethic
of self-reliance, an interpreter guided by human rights considerations
might well insist upon conditions that evince a more co-operative or
supportive approach.

Fourthly, the question of the scope of a particular consent is also
problematic. Again, whereas a utilitarian interpreter might favour so-
called broad consents (reaching through to various kinds of research
and then to patenting), in the human rights tradition interpreters would
restrict the scope of a consent to those matters expressly considered and
authorised by the consenting agent.

72 See, eg, Art 8 (consent), 13 (access to data), 14 (privacy and confidentiality), and 16
(secondary purposes).
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Fifthly, it might be argued that Recital 26 leaves open the possibility
of implying in limitations or exceptions for cases in which there are
compelling public interest reasons for proceeding even in the absence of
free and informed consent.”

As for the utilitarian concern that the patent regime should not get
side-tracked by moral dilemmas, the ECJ all but eliminated Recital 26
in its response to the Netherlands’ challenge to the Patent Directive.”* In
this case, one of the Netherlands’ several claims was that the Directive
is morally deficient, failing to ensure that donors of biological samples
give a full, free and informed consent (crucially, that donors consent all
the way through to possible patenting and commercial exploitation). The
ECJ could have given a perfectly plausible response to this element of
the Netherlands’ challenge by pointing to the way in which Recital 26 of
the Directive underlines the importance of informed consent. Far from
relying on a robust interpretation of Recital 26, however, the EC]J effectively
said that such a matter was not one for the patent regime, thereby seeking
to disconnect patent law from the ethics of patenting (even where the
ethics at issue involve fundamental human rights values).”

We should not assume, therefore, that the expression of regulation
in terms that make respect for human rights focal is any guarantee that
interpreters will stick faithfully to the human rights script. Even where
the baseline regulation is adequate, pluralism can induce regulatory
failure at the stage of interpretation.

4. CONCLUSION

In this chapter, I have focused on the dynamics of a particular instance of
ethical pluralism, the bioethical triangle. Whatever conclusions we draw
from this chapter, however, we should remember that we are focusing
on merely a sub-set of pluralism (within ethics) in the context of a larger
plurality that characterises modern biotechnology as a particular regula-
tory space.

In fact, if the regulation of modern biotechnology is to be taken forward
in a way that is sensitive to human rights considerations, there are three
levels of challenge to be overcome. First, in the larger plurality, the battle

73 Compare Art 8 of the International Declaration on Human Genetic Data which states:
‘[l]limitations on this principle of consent should only be prescribed for compelling reasons
by domestic law consistent with the international law of human rights’.

74 See Case C-377/98 Netherlands v European Parliament and Council [2001] ECR I-7079.
For commentary, see D Beyleveld and R Brownsword, ‘Is Patent Law Part of the EC Legal
Order? A Critical Commentary on the Interpretation of Article 6(1) of Directive 98/44/EC in
Case C-377/98’ [2002] Intellectual Property Quarterly 97.

75 See, further, S Millns in this volume.
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for ethics must be won.”® Secondly, within ethics, the battle for human
rights must be won. And, thirdly, procedures for settling issues that might
divide a human rights community (for example, as to the priority between
privacy and freedom of expression, the status of the human embryo, and
so on) must be established.””

In the present chapter, I have spoken only to the second of these
challenges. Even here, I have done no more than sketch the way in which
the conditions of ethical pluralism interfere with a human rights-sensitive
regulatory oversight of modern biotechnology. It would take a much
more extended analysis to work out precisely how the plurality plays
(including how it plays as we move from one regulatory level to another
and from one regulatory arena to another).” However, precisely because
proponents of human rights must contend with rival ethical perspectives,
nothing can be taken for granted; at all levels, regulatory failure is a real
possibility.

The dual proposition with which I opened the chapter requires us to
suspend regulatory belief in two respects: first, by ignoring the larger
stakeholding plurality; and, secondly, by ignoring the ethical plurality
on which I have focused. Once we are back in the real world, we might
have some sympathy with the recently expressed view that, while ‘[c]harters,
declarations and treaties no doubt keep diplomats busy and fulfilled ...
[sluch charters can only produce vague, lowest common-denominator
agreements that are of questionable clarity and dubious effectiveness’.”?
At all events, it is clear that, even though the cause of human rights has
been greatly advanced in these last 50 years or so, and even though ethics
has more than one foothold in the regulation of modern biotechnology,®
there is still a long way to go before the paper commitments to human
rights are fully focused—and even further before those commitments are
translated into real remedies.?!

76 Compare E-U Petersmann in this volume.

77 Compare T Cottier in this volume, concerning the balancing of rights.

78 See comments above at p 60.

7 House of Commons Science and Technology Committee, n 65 above, at para 387.

80" Arguably, too many different and unco-ordinated footholds, see Wijnberg, n 56 above;
and R Pavoni in this volume.

81 Compare Plomer, n 13 above, chap 6; and A Yusuf in this volume.
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Consolidating Bio-rights in Europe
SUSAN MILLNS*

HE RELATIONSHIP BETWEEN biotechnological developments, bio-

medicine, bioethics and human rights law in Europe has been

steadily increasing in its intimacy and intricacies. Over the last
two decades, European legal systems (national, as well as those of the
European Union (EU) and Council of Europe) have been obliged to
consider carefully their responses to biotechnological innovation, as this
affects individual human beings and the human species as a whole. This
has resulted in the broad recognition of a new species of ‘bio-rights’
which may bind institutional actors and may be invoked by individuals
as they negotiate their way through the whirlwind changes associated
with the regulation of biomedicine.

Inevitably, the protection of fundamental human rights at both national
and European levels has been a major concern in responding to new
technologies and has led to increased attention being paid to the growing
number of bio-rights acknowledged in national Constitutions, in the
Council of Europe’s Convention on Human Rights and Biomedicine and
in the EU’s Charter of Fundamental Rights. As a consequence, the search
for a common European response? to the ethical and legal dilemmas to
which the use and development of biotechnologies and biomedicine
give rise, coupled with the cross-border impact of these technologies, has
generated the need for increased legal harmonisation so as to promote

" Professor of Law at the University of Sussex. During 2002—4 she held a Marie Curie
Individual Fellowship at the Robert Schumann Centre for Advanced Studies at the EUL.
E-mail: s.millns@sussex.ac.uk. This chapter draws on an earlier contribution, ‘Bio-Rights,
Common Values and Constitutional Strategies’ in T Tridimas and P Nebbia (eds), European
Union Law for the Twenty-First Century (Oxford, Hart Publishing, 2004).

! On the emerging concept of ‘biolaw’, see D Beyleveld and R Brownsword, Human
Dignity in Bioethics and Biolaw (Oxford, Oxford University Press, 2001); C Neirink (ed), De la
bioéthique au biodroit (Paris, LGD]J, 1994).

2 A common European response to biotechnologies and biomedicine does not, of course,
imply agreement upon a universal global response. A notable opposition has developed
between European and US approaches, with Europeans demonstrating themselves to be
rather more cautious with regard to technological development than their US counter-
points.
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best practices across Europe. The recognition of bio-rights in Europe
has in add ition had to tread a fine line between support for innovation
and scientific research and the maintenance of high ethical and moral
standards—two objectives the relative importance of which is viewed in
quite variable terms across the Member States.

Nevertheless, a common European approach towards progress in the
field of biotechnology and biomedicine began to take shape during the
1990s. Initiatives by both the Council of Europe and EU sought to reflect
national preoccupations with the human rights dimension of bioethics and
biotechnological developments. While in the EU early policy initiatives
tended to crystallise around the economic nucleus of the single market
(with, for example, agreement upon the Biotech Directive®), the focus then
widened somewhat to consider the interface between biotechnologies
and another emerging area of EU law and policy, that is fundamental
or human rights. This broadening of perspective seems set to continue,
given recent developments in EU constitutionalism, notably the debate
on the future of the Union, the elaboration of a Constitution for Europe
and the showcasing of human rights as one aspect of this. Likewise,
within the Council of Europe, efforts to develop a common European
biolaw and policy area have been bound up with the concern to promote
fundamental rights in the sphere of biomedicine and bioethics. The
context of discussion at the European level is, therefore, very much one
of legal pluralism characterised by an interplay of national and European
(Council of Europe and EU) constitutional and human rights systems—all
of which are now implicated in the regulation of new biotechnologies.

Within the contexts of harmonisation initiatives and multi-level
constitutional plurality in Europe, this chapter considers the efforts
undertaken to consolidate a common European response to developments
inbiotechnology and particularly biomedicine. It does so through reference
to two widely recognised core values which have become synonymous
with European attempts to provide a coherent ethical framework for
responding to new technologies, these values being respect for human
dignity and the protection of fundamental human rights.

3 Directive 98/44/EC of the European Parliament and Council of 6 July 1998 on the
legal protection of biotechnological inventions [1998] OJ L/213/13. The Directive requires
Member States, through their patent laws, to protect biotechnological inventions and deter-
mines which inventions involving plants, animals or the human body may or may not be
patented with a view to ensuring the free movement of patented biotechnological products.
See further ER Gold and A Gallochat, ‘The European Biotech Directive: Past as Prologue’
(2001) 7 European Law Journal 331 and Case C-377/98 Netherlands v European Parliament and
Council [2001] ECR 1-7079.
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1. THE COMMON VALUE OF RESPECT FOR HUMAN DIGNITY

The Council of Europe, in elaborating the Convention on Human
Rights and Biomedicine,* brought into being the first legally binding
international instrument in the field of biomedicine and bioethics. The
Convention, which was signed on 4 April 1997 and entered into force on
1 December 1999, has paved the way for the consolidation of a set of com-
mon values which establish the ethical foundation upon which the regu-
lation of biomedicine in Europe is to be conducted. The common values
which underpin the Convention have tremendous symbolic importance,
in so far as they are designed to make the peoples of Europe feel part of
the same social and moral order and to create a sense of belonging to a
peaceful, pan-European society. They are a manifestation of the ties that
bind us together and an acknowledgement of mutual expectations and
commitments with regard to the broader European integration project. It
is these values which provide the navigational map with which to formu-
late European responses to the challenges of scientific and technological
progress. Equally, when the pace of scientific change goes beyond the
scope of existing legal provisions, the values themselves offer a measure
of how European decision-makers and researchers should respond to new
developments which take them into previously uncharted waters.

It should come as no surprise that, in the context of biomedicine, one
particular value has risen to prominence above all others—that of respect
for human dignity®> The consensus on the importance of promoting
respect for human dignity at the European level reflects the significance
of this value which is to be found extensively in the constitutional
traditions of those states which are members of the EU and the Council
of Europe.® Of particular import also for present purposes is the way in
which the concept of respect for dignity has been specifically linked to
developments in the biomedical sphere for the very reason that in such

4 Convention for the Protection of Human Rights and Dignity of the Human Being
with regard to the Application of Biology and Medicine, signed on 4 Apr 1997, available at
http://conventions.coe.int/treaty /en/treaties /html/164.htm.

5 See further the chapters by R Brownsword and H Boussard in this volume.

6 Eg, many of the constitutions of the ‘old’ 15 Member States of the EU refer to the value
of respect for human dignity either as a foundational aspect or primary obligation of the
state (eg the Constitutions of Portugal, Art 1, Sweden, Art 2, Finland, Art 1, Greece, Art 2)
or as a core component of the system of protection of fundamental rights (eg the German
Basic Law, Art 1). With regard to the new Member States see, eg, the discussion by Catherine
Dupré of the importation of human dignity from German into Hungarian constitutional
law: C Dupré, Importing the Law in Post-Communist Transitions: The Hungarian Constitutional
Court and the Right to Human Dignity (Oxford, Hart Publishing, 2003). The European Court
of Human Rights has assisted in the creation of a pan-European consensus on the vital
importance of human dignity, stating that ‘the very essence’ of the European Convention on
Human Rights is ‘respect for human dignity and human freedom’ (SW v United Kingdom and
CR v United Kingdom (1995) 21 EHRR 363, paras 44 and 42 respectively).
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an area the dignity of the human person and human species may well be
in danger of being compromised.

Before discussing the value of human dignity as represented in the
Council of Europe’s Biomedicine Convention, it is worth noting that an
illuminating example of the causal nexus between biomedicine, bioethics
and respect for human dignity and fundamental rights is to be found
in national constitutional traditions, suggesting a model for the future
framing of similar considerations at the European level. For example, in
1994 France introduced three legislative proposals on bioethics following a
number of high-profile assisted conception cases.” Two of these laws were
subsequently submitted to the Constitutional Council in order for their
compatibility with the Constitution, particularly its fundamental rights
requirements, to be verified.® In response, the Constitutional Council
adopted a particularly novel solution which offers a blueprint for the
subsequent interpretation of European biolaw. The Council found that the
ensemble of the texts were constitutional because they were specifically
in conformity with the national constitutional principle of safeguarding
human dignity. This statement was certainly a revelation, in so far as prior
to this case the French Constitution (or ‘block of constitutionality” against
which legislation is checked®) was not known expressly to include any
such principle. Nevertheless, despite this lack of textual reference, the
Constitutional Council gave a new reading to the opening sentence of
the Preamble to the 1946 Constitution (the proclamation by the French
people, following their victory over regimes which sought to make servile
and degrade the human person, that all human being possess inalienable and
sacred rights!®) and from this constructed a new principle of constitutional
value of safeguarding human dignity. The discovery of this principle in
national law precisely in order to address the biotechnological revolution
(where dignity is apparently in so much danger of being compromised)
has since been mirrored at the European level.

7 See, in particular, Parpalaix v Centre d'études et de conservation du sperme (CECOS), TGI,
Créteil (1re ch. civ.), 1 Aug 1984, Gazette du Palais, 18 Sept 1984, 560.

8 French Constitutional Council Decision no 94-343/344 DC of 27 July 1994 (Bioethics) on
the constitutionality of proposed legislation on respect for the human body (Law no 94-653
of 29 July 1994) and on the donation and use of elements and products of the human body,
medically assisted conception and prenatal diagnosis (Law no 94-654 of 29 July 1994): [1994]
JOREF 1103.

9 The bloc de constitutionnalité includes the Constitution of 1958, the preamble to the
Constitution of 1946, the Declaration of the Rights of Man and the Citizen of 1789 and those
fundamental principles recognised by the laws of the Republic: see Decision no 71-44 DC of
16 July 1971, Freedom of Association.

10 “Au lendemain de la victoire remportée par les peuples libres sur les régimes qui ont tenté
d’asservir et de dégrader la personne humaine, le peuple francais proclame a nouveau que tout
étre humain, sans distinction de race, de religion ni de croyance, possede des droits inaliénables et
sacrés’. (emphasis added).
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Thus, reminiscent of the French example of the three-way constitutional
bond between biomedicine, fundamental rights and human dignity, the
Council of Europe made a similar connection in its Convention on Human
Rights and Biomedicine. The Convention, which specifically considers
biomedicine within a universal human rights framework containing
provisions on patients rights, medical research, new reproductive
technologies and medically assisted procreation, gene therapy and organ
transplantation, explicitly does so from the perspective of promoting
the value of human dignity. To this extent, the document has been cited
as ‘exemplary’ in the area, being hailed as the first legal instrument to
establish the relationship between fundamental rights and biomedicine.!!
In addition, it is remarkable in its explicit reference to the obligation to
protect human dignity, mentioned not only in its full title (the Convention
for the Protection of Human Rights and Dignity of the Human Being
with Regard to the Application of Biology and Medicine) but on four
further occasions in the text, including in particular the first Article which
states that the parties ‘shall protect the dignity and identity of all human
beings’.

The Convention is gradually being supplemented by specific protocols
which deal in detail with some of the main themes addressed therein
and which act to develop further the principles enshrined within the
original text. On 6 November 1997, an additional protocol prohibiting
human cloning was adopted which again makes explicit reference to
human dignity, setting out in its preamble that ‘the instrumentalisation
of human beings through the deliberate creation of genetically identical
human beings is contrary to human dignity and thus constitutes a misuse
of biology and medicine’.!? Furthermore, an additional protocol on the
transplantation of organs and tissues of human origin was opened for
signature by member states on 24 January 2002, stressing in its first
Article that the dignity and identity of everyone should be protected with
regard to the transplantation of human organs and tissues and setting
out the criteria for a well-structured system facilitating equitable access
by patients, in accordance with clearly defined qualitative and ethical
standards.'?

1 B Maurer, Le principe de la dignité humaine et la Convention européenne des droits de I'homme
(Paris, La Documentation Francaise, 1999), 83.

12 Additional Protocol to the Convention for the Protection of Human Rights and Dignity
of the Human Being with regard to the Application of Biology and Medicine, on the
Prohibition of Cloning Human Beings, signed on 12 Jan 1998, available at http://conven-
tions.coe.int/treaties/html/168.htm. This Protocol came into force on 1 Mar 2001.

13 Additional Protocol to the Convention on Human Rights and Biomedicine concerning
Transplantation of Organs and Tissues of Human Origin, signed on 24 Jan 2002, available at
http:/ /conventions.coe.int/treaties /html/186.htm. This has not yet come into force.
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One further additional protocol has been agreed concerning biomedical
research on the human being. This was approved by the Council of
Europe’s Steering Committee on Bioethics (CDBI) in June 2003, adopted
by the Committee of Ministers on 30 June 2004 and opened for signature
on 25 January 2005. It specifies in detail a harmonised approach to ethical
and legal standards in biomedical research, particularly rules on the
consent of persons taking part in a research operation and their medical
and legal protection. It too sets out in its first Article that the parties to
the protocol shall protect the dignity and identity of all human beings
with regard to any research involving interventions on human beings in
the field of biomedicine. Furthermore, the CDBI is presently preparing
an instrument on research involving archived biological materials of
human origin which will deal with the use of tissues and personal data
employed or archived in ‘bio-banks’ for research purposes and a protocol
on human genetics comprising two components—one relating to genetics
in the sphere of health and another dealing with the use of genetics in
employment and insurance. Under discussion too is an instrument on
the protection of the human embryo and foetus, although the wide
variations of opinion in Europe on this issue have made it difficult to
identify a common approach.

Overall, the amplification of the references made to human dignity
throughout the Biomedicine Convention and the additional protocols is
remarkable in its intensity. It indicates an important acknowledgment
of the value of human dignity as a fundamental concern in the area of
biomedicine at the European level, which mustbe considered in the exercise
of other freedoms such as the carrying out of research, the development of
the human knowledge base and the pursuit of technological innovation.
That said, the content, meaning and scope of the obligation to respect
human dignity, both generally and in the sphere of biomedicine in
particular, are deliberately fuzzy. Reflecting back upon the constitutional
traditions of the member states, it is evident that expressions of national
constitutional values like dignity are capable of producing very different
interpretations once they are fleshed out by judicial interpretation. It is
inevitable that a similar problem should present itself at the European
level, with competing versions of the content of ‘common’ values such as
dignity being put forward. A particularly telling example in this regard
is the variation in national constitutional court responses to the question
of how far human dignity extends in the context of their review of the
constitutionality of legislation on abortion. This example is mentioned
as it has clear implications for the legal response to biotechnological

14 On the role of the CDBI see ] Michaud, ‘Le Comité Directeur de Bioéthique du Conseil
de I’Europe’ in B Feuillet-Le Mintier (ed), Normativité et Biomédicine (Paris, Economica, 2003),
169.
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advances, given that the regulation of new reproductive technologies, like
abortion, is linked to the status of the foetus and embryo as an object of
constitutional protection (as the Council of Europe’s strained attempts to
agree upon an additional protocol on the protection of the human embryo
and foetus indicate).

Thus, an instructive contrast may be identified in the approach of
the French Constitutional Council in its Decision no 2001-446 DC of 27
June 2001 and the view of the German Constitutional Court in cases 39,
BVerGE 1 (1975) and 88 BverGE 203 (1993) both regarding liberalising
changes to national laws on abortion. In the French case it was found
that the new abortion law (augmenting the time limit for abortions where
the woman is in a state of distress from 10 to 12 weeks) did not disrupt
the balance imposed by the Constitution between safeguarding human
dignity (interpreted to mean that of the foetus) and respecting the liberty
of the pregnant woman.’® In the German cases, however, the state’s
obligation to protect any form of human life, born or unborn, which
shares fundamental human dignity, whether or not it is conscious of this
dignity and capable of defending it, was held to take precedence over the
woman'’s right to self-fulfilment irrespective of any time limit.!® The fact
that human dignity is a vague and malleable concept with no clear outer
limits suggests that much discussion will be needed in order to flesh out
its contents at the European level. This is not least since Article 1 of the
European Biomedicine Convention distinguishes between ‘everyone’ (the
bearers of human rights) and ‘all human beings’ (those whose dignity and
identity are to be protected). In light of the fact that some signatories to
the Convention may take the view that embryos and foetuses do not have
human rights and are not included in the word ‘everyone’, but that human
dignity and identity are to be respected as soon as life begins, Article 1
may still operate to protect potential life from a violation of dignity when
it is not eligible for full human rights protection.!”

What is certain is that the reconciliation of diverging national
perspectives in Europe on the appropriate response to biotechnological
advances will provide an exciting challenge for European lawyers,
researchers and philosophers in the twenty first century as they search for
common responses to technological change. Their quest for solutions will
clearly put to the test the ethical and legal outer limits of the requirement
to give due regard to the value of human dignity in biomedical matters.

15 B Mathieu, ‘Une jurisprudence selon Ponce Pilate (constitutionnalité de la loi sur
lI'interruption volontaire de grossesse et la contraception)’ [2001] Dalloz jur 31, 2533-7.

16 S Walter, ‘Thou Shalt Not (But Thou Mayest): Abortion after the German Constitutional
Court’s 1993 Landmark Decision’ (1993) 36 German Yearbook of International Law 385.

17D Beyleveld and R Brownsword, ‘Human Dignity, Human Rights, and Human
Genetics’ in R Brownsword, WR Cornish and M Llewelyn (eds), Law and Human Genetics:
Regulating a Revolution (Oxford, Hart Publishing, 1998), 69, at 72.
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2. THE COMMON VALUE OF RESPECT FOR FUNDAMENTAL RIGHTS

A second core value which is set out uniformly across European and
national constitutional discourses, and which is closely associated with
the universal objective of respect for human dignity, is that of respect for
fundamental rights.’® A crucial issue in the consolidation of a common
European approach to biotechnological development, therefore, is the
elaboration of a response to the potential impact of the new technologies
upon fundamental rights, both their protection and their exercise. Hence
consideration has now to be given to the content of a new generation
of bio-rights, this term being used to denote those fundamental human
rights which intersect with the use of new technologies, biomedicine and
bioethics. While bio-rights undoubtedly have as their objective the pro-
tection of human beings (particularly their dignity) from the dangers of
scientific excess, they do also need to be viewed alongside other values,
rights and interests such as individual freedom, equality, self-determination
and autonomy which can sometimes seem to pull in another direction
from respect for the dignity of the human species.

2.1 Bio-rights in the Convention on Human Rights and Biomedicine

It has been noted above that the Council of Europe’s Convention on
Human Rights and Biomedicine seeks to promote the universal dimension
of the rights identified therein.!” So much is evident in the Convention’s
preamble, which states that the Convention should be read and inter-
preted against the background of a number of international human rights
documents, including the Universal Declaration of Human Rights, the
European Convention on Human Rights, the European Social Charter, the
International Covenant on Civil and Political Rights and the International
Covenant on Economic, Social and Cultural Rights, the Convention for
the Protection of Individuals with regard to Automatic Processing of
Personal Data and the Convention on the Rights of the Child.

Yet the relationship between the protection of universal, fundamental
rights within the Biomedicine Convention and the commitments to
broader ethical principles and values also endorsed therein deserves
further exploration. Articulating the nature of this relationship, Chapter 1

18 On the commonality of this value see S Millns, ‘Unravelling the Ties that Bind: National
Constitutions in the Light of the Values, Principles and Objectives of the New European
Constitution” in J Ziller (ed), The Europeanisation of Constitutional Law in the Light of the
Constitutional Treaty for the Union (Paris, L'Harmattan, 2003), 97.

19 See also A Plomer, ‘In Search of Universals: Rights, Principles and Political Values in
Medical Research’, Conference paper, American Philosophical Association, 100" Anniversary
Conference on Morality in the 21% Century, University of Delaware, 26-28 Oct 2001.
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of the Convention goes on to posit that the purpose of the Convention is
‘to protect the dignity and identity of all human beings and guarantee
everyone, without discrimination, respect for their integrity and other rights
and fundamental freedoms with regard to the application of biology
and medicine’. Chapter 1 states three additional general provisions or
principles which serve to inspire the interpretation of European bio-rights.
Article 2 asserts the primacy of the human being (requiring that ‘the
interests and welfare of the human being shall prevail over the sole
interests of society and science). Article 3 provides that contracting states
shall take appropriate measures to provide equitable access to health care,
taking into account health needs and available resources, and Article 4
states that any intervention in the health field, including research, must be
carried out in accordance with relevant professional standards.

In addition to these three general principles, fundamental bio-rights
and freedoms are to be respected through the provisions governing
the requirement to obtain an individual’s free and informed consent
to medical interventions and the requirement that the person shall
beforehand be given appropriate information as to the purpose and
nature of the intervention as well as on its consequences and risks. In this
regard interventions (which include scientific research as well as medical
treatments) without the person’s informed consent are prohibited by
Article 5. In the case of an individual who is a minor and lacks the capacity
to consent, the intervention may be carried out only for the person’s direct
benefit and with the authorisation of a legal representative (Article 6.2).

The Convention also contains additional specific rules on research
which are aimed at balancing the freedom to engage in research (and
social needs) alongside the freedom and autonomy of the individual.
Three general requirements on the conduct of research are presented
in Article 16. There must be no alternative of comparable effectiveness
to research on humans; the risks must not be disproportionate to the
potential benefits; and the project must have received prior approval by a
multidisciplinary and independent ethics committee.

Where people are unable to consent, Article 17 distinguishes between,
on the one hand, research which has the potential to produce real and direct
benefit to the individual and, on the other, research which has the aim of
contributing to the ultimate attainment of results capable of conferring
benefit on the person concerned or on other persons in the same age
category or afflicted with the same disease or disorder or having the same
condition (Article 17.2.i). While the terminology used may be different,
these two categories of research correspond to the traditional categories
of therapeutic and non-therapeutic research.?’ In addition to the general

20 Tbid.
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consent requirements imposed by Articles 5 and 6, it is provided in Article
17.1.iv that both types of research are subject to the further evidentiary
requirement that the authorisation of the legal representative be given
specifically and in writing, and in Article 17.2.ii that non-therapeutic
research must carry only minimal risk and burden for the individual
concerned.

Undoubtedly the Convention envisages respect for human beings and
their fundamental rights and freedoms as comprising both individual
respect and respect for the person as a member of the human species—
suggesting respect for both personal and human dignity and a degree of
tension between the two. Thus, in considering the uses to which research
may be put, the preamble states that ‘progress biology and medicine
should be used for the benefit of present and future generations’,
suggesting a utility which serves the human species rather than specific
individuals. In this regard too, as mentioned above, the Convention
legitimises the use of human subjects for research which will not directly
benefit the individual and which may even inflict harm, albeit minimal,
on the subject concerned.

On the other hand, in other respects the Convention asserts the moral
priority of the rights of the individual over those of society. Individuals
cannot be compelled to act for the collective benefit of others. Thus, the rule
on informed consent is consistent with liberal regimes where individual
interests or fundamental rights take priority over more collective welfarist
values. In this respect, informed consent acts as a device to protect
individual freedom.

2.2 Bio-rights in Europe beyond the Convention

Given the impetus which the European Convention on Human Rights and
Biomedicine creates to elaborate a pan-European approach to biomedicine
it is useful finally to position its requirements, especially those regarding
individual free and informed consent, alongside more recent and not dis-
similar developments in the European Union. In particular, the Charter of
Fundamental Rights (now incorporated into Part II of the Constitutional
Treaty), like the Biomedicine Convention, makes an explicit connection
between the protection of human dignity (the object of its first Title) and
developments in the area of biomedicine. Article II-63-2 of the Charter
on the right to integrity of the person in the fields of medicine and biol-
ogy provides four key principles which are to be respected in the name of
dignity: free and informed consent; the prohibition of eugenic practices,
especially those aimed at the selection of people; the prohibition on com-
mercialisation of the human body; and the prohibition on reproductive
cloning of human beings. The remit of these is striking in its overlap with
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that of the principles enshrined in the Biomedicine Convention and the
first additional protocol.

The theme of respecting the value of human dignity and the fundamental
rights flowing from it has likewise been reiterated with respect to Directive
98/44 EC on the legal protection of biotechnological inventions which,
when reviewed by the ECJ for its legality, was examined specifically
for its compatibility with respect for human dignity—a violation of this
principle being one of the arguments put forward by the Netherlands
in its application for annulment.?! The alleged violation regarded the
patentability of parts of the human body (Article 5(2) of the Directive)
which it was suggested undermined fundamental rights and notably
human dignity in treating human matter as a means to an end rather than
as an end in itself.?? Interesting in the Court’s response on this matter is
the stony silence it maintained with regard to the Charter provisions on
dignity. This is despite the fact that its decision of 9 October 2001 post-
dated the solemn declaration of the Charter in December 2000 by the
institutions of the EU and its political approval by the Member States.?
It is despite the fact, too, that Advocate General Jacobs in his Opinion on
the case had made explicit reference to the Charter, finding that ‘[t]he
right to human dignity is perhaps the most fundamental right of all,
and is now expressed in Article 1 of the Charter ... It must be accepted
that any Community instrument infringing those rights would be
unlawful.”* Instead, however, in line with its history of the development
of the relationship between fundamental rights and EC law, the EC]
referred to the competence of the Court to review the compatibility of
acts of the institutions with the general principles of Community law
to ensure that the fundamental right to human dignity and integrity
was observed. Thus, rather like the rise to prominence of dignity in the
French constitutional context, the principle was read into existing EC
human rights guarantees—there all along and simply waiting for the
biotechnological revolution to bring it to light.

As a result, in applying the principle of respect for human dignity to
the Biotech Directive the ECJ found, as had the Advocate General, that
there was no violation of the principle. Instead, again as in the French
Constitutional Council’s Bioethics decision,? it was positively affirmed
that human dignity was respected by the Directive. This finding resulted

21 Case C-377/98, n 3 above.

22 This reflects the Kantian view that ‘[hJumanity itself is a dignity: for a human being
cannot be used merely as a means by any human being (either by others or even by himself)
but must always be used at the same time as an end”: I Kant, The Metaphysics of Morals (trans.,
M. Gregor, Cambridge, Cambridge University Press, 1991, first published 1797), 255.

23 [2000] O] 1364/8.

e Opinion of Jacobs AG of 14 June 2001 in Case C-377/98, n 3 above, para 197.

% Aboven 8.
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from a consideration of its Article 5(1), which provides that the human
body (at the various stages of its formation and development, and the
partial discovery of one of its elements including the sequence of a gene)
cannot constitute a patentable invention.?® Nor are elements of the human
body patentable in themselves unless they are capable of being isolated
and combined with a technical process for industrial application (Article
5(2)).%” Also ensuring respect for human dignity, Article 6 of the Directive
offers extra security in rendering contrary to ordre public or morality—and
therefore excluded from patentability—processes for cloning human
beings, for modifying the genetic identity of human beings, and the use
of human embryos for industrial or commercial purposes.?

Following directly on from the dignity dimension of the question, the
Netherlands in its legal challenge to the Directive raised a second concern
regarding fundamental rights violations, suggesting that there was a
violation of the right to human integrity, understood in the context of
medicine and biology as including the need for free and informed consent
of donors and recipients. Demonstrating the limits of a human rights
approach in EC law to such matters, the ECJ in its response held that
reliance on this right was misplaced because the Directive concerned only
the granting of patents and did not extend to activities before or after they
had been awarded.?’ Thus, in a particularly constrained interpretation
of the scope of Community law, it was found that the grant of a patent
under EC law did not preclude national legal limits on research into, or
exploitation of, a patentable product, the ethical rules on which were
beyond the scope of the Directive.3

Of particular note in the ECJ’s discussion of the legality of the Biotech
Directive is the close link that is made between the two values discussed
in this Chapter—respect for human dignity and respect for fundamental
rights. This relationship has already exercised the minds of national
constitutional lawyers as well as the drafters of the European Biomedicine
Convention. Equally it will interest EU lawyers who seek to make a bridge
between Article I-2 of the Constitutional Treaty (setting out the values of
the EU to include human dignity) and Part II of the Treaty. Inspiration may
be sought once more from national constitutional traditions. In France, for

26 Case C-377/98, n 3 above, para 71.

27 Tbid, para 72.

2 Unsurprisingly, the exclusion of certain patents on ethical grounds proved one of
the most controversial questions to be addressed by the Biotech Directive. See further D
Beyleveld, R Brownsword and M Llewelyn, ‘The Morality Clauses of the Directive on
the Legal Protection of Biotechnological Inventions: Conflict, Compromise and the Patent
Community” in R Goldberg and ] Lonbay, Pharmaceutical Medicine, Biotechnology and
European Law (Cambridge, Cambridge University Press, 2000) 157.

29 Case C-377/98, n 3 above, at para 79.

%0 Ibid, para 80.
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example, there has been a good deal of discussion amongst constitutional
scholars as to whether human dignity can properly be viewed as a
fundamental right (as opposed to a value, constitutional principle or
objective).3! A helpful way of conceptualising the problem has been put
forward by Bertrand Mathieu who suggests that safeguarding dignity can
best be viewed as a sort of meta-value or ‘matrix’ providing a guiding
pathway for the configuration and engendering of other more specific
rights and duties.*? In this way all rights need to be considered in the
light of the primary need to respect dignity. In a rather similar vein, David
Feldman, looking at the matter from a UK constitutionalist perspective,
has argued that dignity is not a right per se but a value underpinning all
fundamental rights and constitutional principles.®?

Viewed from an EU perspective, however, the relationship between
respect for human dignity and respect for fundamental bio-rights may not
be quite as extensive as that envisaged in national law, or indeed in the
European Convention on Human Rights and Biomedicine. This is because
EU interventions in the area of biotechnologies in particular have, for
reasons of the limitations on EU competence, tended to crystallise around
internal market and harmonisation considerations. This does not mean,
however, that no fundamental rights issues are raised in such instances,
as the Biotech Directive case clearly shows. Similarly, increasingly high-
profile examples of ‘reproductive tourism’, where EU citizens seek to
utilise their right of free movement to obtain assisted conception services
in another Member State which are not available to them in their home
state, clearly highlights fundamental rights issues (such as the right to
found a family) at stake in such a process, even if these are not yet fully
articulated in EU law. This potential clash or consolidation of economic
rights and fundamental rights in the area of biotechnology has resonances
with previous debates on the construction of abortion as a service under
EC law and its potential undermining of national constitutional provisions
protecting the unborn child.

The move towards a constitutionalisation of human rights within
European law requires now a shift in perspective to reposition the
economic rights of EU citizens within the context of a more comprehensive
system of rights protection based not only upon the Charter provisions but
also the EU’s possible accession to the European Convention on Human

31 B Mathieu, "Pour une reconnaissance de “principes matriciels” en matiére de protection
constitutionnelle des droits de ’homme’ [1995] 27 Dalloz chron 211-2.

32 Tbid. See also B Mathieu, Génome humain et droits fondamentaux (Paris, Economica, 2000),
chap 2.

33p D Feldman, ‘Human Dignity as a Legal Value—Part I" [1999] Public Law 682; D Feldman,
‘Human Dignity as a Legal Value—Part II' [1999] Public Law 61.

34 See further DR Phelan, ‘Right to Life of the Unborn v. Promotion of Trade in Services:
The European Court of Justice and the Normative Shaping of the European Union’ (1992) 55
Modern Law Review 670.
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Rights. It suggests, too, that prevailing constitutional trends demand
a consideration of European law measures regarding biotechnological
advances within the broader framework of constitutional pluralism and
human rights mainstreaming. In this regard there are many other EU
Charter rights which intersect with the development of biotechnologies
outside the first Title on Dignity and which show some semblance to
the Biomedicine Convention (for example, Article II-67’s right to respect
for private and family life, Article II-68’s protection of personal data,
Article II-69’s right to marry and found a family, Article II-71’s freedom
of expression, Article II-73’s freedom of scientific research and Article
II-77’s right to property). Also likely to be of particular future relevance,
however, notably in the employment sector and the provision of services, is
Article II-81. This sets out a prohibition on discrimination on the grounds
of ‘genetic features’ and should be taken to mean that as individuals
become more aware of information regarding their genetic make-up,
allowing them to look into their own biological futures, employers,
insurance companies, schools and governments must be prevented
from discriminating against them on the ground of their genetic profile.
Combined with Article II-67 this might even suggest the need to develop
a right to genetic privacy at the European Union level at least.

In conclusion, therefore, it is evident that the consolidation of a new
generation of bio-rights is beginning to take shape at the European
level. The debate on the extent of these rights, their content and their
interpretation involves many institutional actors, including national
constitutional courts, the European Court of Human Rights®* and the
European Court of Justice, as well as individuals and those involved in
processes of scientific and technological research. The continuation of a
pan-European dialogue on the appropriate response to biotechnological
developments is vital for the purposes of harmonisation, but is equally
necessary in order to give voice to the multiplicity of cultural and
ethical perspectives which inspire the debate on such sensitive matters
as biomedicine and bioethics. In the light of such a dialogue, scientific
progress in reproductive medicine and research should continue to be
made in the context of the promotion of the twin values of respect for
human dignity and respect for fundamental rights.

% The ECtHR has jurisdiction to give advisory opinions on the interpretation of the
Biomedicine Convention.
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UNESCO Standard-setting Activities
on Bioethics: Speak Softly and Carry a
Big Stick*

ABDULQAWI A YUSUF”

1. INTRODUCTION

Some even contest the appropriateness of legal instruments to deal with

bioethics. According to one of the institutions that has recently responded
to a UNESCO questionnaire on a declaration on universal norms on bioeth-
ics, ‘[w]hile it may be appropriate to have legislation and regulations on
some bioethical issues, ethics and law must never be conflated. Ethics often
calls for higher standards of behaviour than the law requires and in some
cases ethics requires disobedience to (unjust) law’.! So, how can the law
establish standards, principles and rules in the field of bioethics?

Evenifitis accepted that legal standards may be established to deal with
bioethics, further questions are raised regarding which kind of bioethics
should be addressed and what should be the scope of such standards.
As was pointed out by one of the respondents to the abovementioned
UNESCO questionnaire, ‘[t]here are different ways to view bioethics
and in discussions of bioethics we should be clear which approach we
are addressing’.2 In other words, should normative standards address

IT IS NOT easy to establish normative standards in the area of bioethics.

" ‘I have always been fond of the West African proverb “speak softly and carry a big
stick; you will go far”. It is a homely old adage’: US President Theodore Roosevelt, circa
1900.

“ Director, Office of International Standards and Legal Affairs, Unesco, Paris; a member of
the Institut de Droit International, Geneva, and founder and General Editor, African Yearbook
of International Law. The views expressed here are not necessarily those of UNESCO.

1 See International Bioethics Committee, “Towards a Declaration on Universal Norms on
Bioethics—Written contributions’, UNESCO doc SHS/EST/04/CIB-EXTR/INE1 of 25 Apr
2003, hereinafter “Written Contributions’, at 33—4.

2 Ibid, at 13.
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‘prescriptive bioethics’, or should they address ‘interactive bioethics” or
‘practical bioethics’? All these aspects are defined in a detailed fashion by
the respondent, without referring to other possible divisions in bioethics,
such as “clinical ethics’, ‘research ethics’ and “public ethics’, as pointed out
by another respondent.’

Even more controversial is the scope—or the coverage—of such
normative standards, as was shown by the replies to the UNESCO
questionnaire which, it must be emphasised here, was addressed to some
of the most prominent institutions and personalities in the area of bioethics
from all over the world. Regarding the possible scope of a declaration on
universal norms on bioethics, some of the respondents were of the view
that such a declaration ‘should not be limited to human beings’, the
argument being that ‘human beings are only one of a wide biodiversity,
and many applications of life technology touch other living organisms
besides human beings’ or that ‘it should reflect the responsibility of human
beings for the well being of all living systems’,* while others argued that
such a declaration ‘should only be limited to human beings in order to
specifically address the crucial and unique importance of human dignity
with which only humans are endowed’,® or, as another respondent put it,
‘because the ethical and moral obligations towards human beings are on a
different plane (spiritually and legally) than the ethical considerations one
may have toward other living organisms and animals’.® So, the question
remains: should normative standards on bioethics be limited to humans
only as the subjects to whom ethical obligations are owed, or should they
encompass also animals, plants and ecosystems or address the ethical
implications of the relationship of humans to other living organisms (such
as the modification of crops, animals and other non-human life-forms), or
should it go even further, as one respondent pointed out, and deal with
the ethical implications of the way we humans ‘will treat non-organic (e.g.
robots), or hybrid (e.g. cyborgs) beings endowed with consciousness or
cognitive capacity before they are made’.”

Due to the differing conceptions regarding the scope of a normative
framework on bioethics, the inherent complexity of the subject-matter
which lies at the interface of many disciplines, and the diverse contexts
(cultural, social, economic) in which ethical thinking takes root in
different parts of the world, the UNESCO General Conference decided
from the very beginning of the Organisation’s activities in this field to
adopt a gradual and prudent approach which would deal with ‘one thorn

3 Tbid, at 33.
4 Tbid, at 43.
5 Tbid, at 137.
6 Tbid, at 142.
7 Ibid, at 194.
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bush at a time’, to paraphrase a Somali saying. It thus started in 1997
with the adoption of the Universal Declaration on the Human Genome
and Human Rights, followed in 2003 by the International Declaration on
Human Genetic Data and a Declaration on Bioethics and Human Rights,
which was adopted at the 33rd Session of the General Conference in
October 2005. It should however be pointed out that, notwithstanding
the ‘soft law” approach adopted by the General Conference, the normative
content of the principles and standards enunciated in the UNESCO
‘bioethics declarations’” and the values which they express appear to
confer on them a legal effect that transcends the role normally ascribed
to declarations as normative instruments in the international arena. The
above-quoted West African proverb may therefore constitute a fitting
characterisation of this standard-setting approach. Equally important is
the fact that the declaratory approach has been coupled with follow-up
measures incorporated into the normative instruments themselves, whose
implementation has been entrusted to institutional mechanisms such as
the International Bioethics Committee and national Bioethics Committees.
A brief examination of the two existing declarations and their follow-up
mechanisms may further shed light on these considerations.

2. THE UNIVERSAL DECLARATION ON THE HUMAN GENOME AND
HUMAN RIGHTS

The Universal Declaration on the Human Genome and Human Rights
was the first normative instrument on bioethics adopted by UNESCO. It
was adopted by acclamation of the General Conference on 11 November
19978 and was endorsed a year later by the General Assembly of the
United Nations.? Thus, it became the first normative instrument in the
field of bioethics that has received collective endorsement from all mem-
ber states of the United Nations and of UNESCQO.10

2.1 The Preamble

The preamble refers to a number of international instruments of direct
relevance to the subject matter of the Declaration. First and foremost is the

8 See Resolution 29 C/16 in Records of the General Conference, 29th session, Paris, 21 Oct-12
Nov 1997, v. 1: Resolutions, at 41-7.

9 See A/RES/53/152 adopted by the General Assembly on 9 Dec 1998.

10 The European Convention for the Protection of Human Rights and Dignity of the
Human Being with regard to the Application of Biology and Medicine: Convention on
Human Rights and Biomedicine was signed on 4 Apr 1997, but it is a regional instrument
applicable only among the European states party to it.
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Universal Declaration of Human Rights, as well as the two United Nations
Covenants whose principles have served as a source of inspiration and
as the foundation on which the principles of the Declaration have been
constructed. Secondly, the international instruments in force in the field
of intellectual property are evoked to indicate that the Declaration does
not preclude research findings on the human genome from giving rise
to recognition of intellectual property rights, within the limits imposed
by observance of the principle set forth in Article 4 of the Declaration.
Thirdly, reference is made to the United Nations Convention on biological
diversity to emphasise that human genetic diversity should not be consid-
ered as an end in itself, nor should it be dissociated from the protection
of the inherent dignity and human rights of the individual. Fourthly, it is
recognised that research on the human genome and the resulting appli-
cations open up vast prospects for progress in improving the health of
individuals and of humankind as a whole, while emphasising the need
for an ethical framework to guide such work, particularly through respect
for human dignity, freedom and human rights as well as the prohibition
of all forms of discrimination based on genetic characteristics; thus laying
the ground for the operative provisions of the Declaration.

2.2 The Human Genome

The human genome as such is not defined in the Declaration. It is, how-
ever, described as encompassing several interconnected notions ranging
from the genes of the individual human being, whose diversity is recog-
nised, to the genetic heritage of the human species the unity of which is
underscored in order to highlight its reference both to the sum total of the
genetic components of humanity and genetic heritage of the individual
human being. Thus, the human genome is declared to constitute, in a
symbolic sense, ‘the heritage of humanity’.!! The purpose, in my view, is
to emphasise that the ethical obligations established in the Declaration are
owed both to individual human being as well as to humanity in general,
and that it is the duty of the international community as a whole to ensure
the preservation of the human species in the face of advances in biotech-
nology and genetic engineering.

This heritage of humanity—as opposed to the notion of common
heritage in international law—is not considered as being capable of
some collective form of appropriation or of individual appropriation, in
its natural state, for financial gain. It should therefore be manipulated
neither for social or political purposes ‘which could call into question
the inherent dignity and the equal and inalienable rights of all members

11 See Art 1 of the Declaration.
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of the human family in accordance with the preamble to the Universal
Declaration of Human Rights'!? nor for financial gain.'®

With regard to Article 4 which prohibits manipulation for financial gain,
itis important to note that it does not preclude the results of genetic research
from giving rise to intellectual property rights, in accordance with Article
27(2) of the Universal Declaration of Human Rights. What it precludes is
that simple discovery of human genes, or partial sequences of genes, in
their natural state, should be directly used to secure financial gains.

2.3 Standards and Basic Principles

The Declaration establishes certain ethical obligations owed to human
beings when carrying out research on the human genome or when utilis-
ing its resultant applications. One of the fundamental principles enunci-
ated in the declaration, which also permeates most of its provisions, is
the principle of respect for human dignity.!* This is one of the founding
principles of bioethics; it is a threshold standard against which all the uses
of the human genome have to be tested for compliance with the ethical
framework established by the Declaration. It finds its primary expression
in Article 2 of the Declaration where it is stated that:

(a) Everyone has a right to respect for their dignity and for their rights
regardless of their genetic characteristics [and]

(b) That dignity makes it imperative not to reduce individuals to
their genetic characteristics and to respect their uniqueness and
diversity.

Thus, a first corollary, which flows from this threshold standard, is that
there is a fundamental right to respect for human dignity regardless of
the genetic characteristics of the person concerned. Secondly, it is the
dignity of human beings that makes it imperative to reject all claims that
an individual may be judged solely on the basis of genetic characteristics,
usually referred to as genetic reductionism,!®> and to respect the unique-
ness and diversity of all individuals. Viewed as such, human dignity may
be considered in this context to be conterminous with the attributes of the
human personality.

12 See preambular para 4.

13 See Art 4.

14 For the role of the concept of human dignity in bioethics, see generally D Beyleveld and
R Brownsword, Human Dignity in Bioethics and Biolaw (Oxford, Oxford University Press,
2001).

15 Gee, eg, N Lenoir, ‘La Déclaration universelle sur le génome humain et les droits de
I'homme de I'UNESCO’, in Rapport public du Conseil d’Etat, 1998, at 352.
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Article 10 further elaborates on the corollaries of respect for human
dignity, particularly with regard to research in the biosciences, by
affirming that such research cannot prevail over ‘respect for the human
rights, fundamental freedoms and human dignity of individuals or, where
applicable, of groups of people’. Having thus established the primacy of
respect for human dignity and human rights over scientific research on
the human genome, Article 11 of the Declaration specifies that scientific
and technological practices ‘which are contrary to human dignity, such
as reproductive cloning of human beings, shall not be permitted’. It also
calls upon states and competent international organisations ‘to cooperate
in identifying such practices and in taking, at national or international
level, the measures necessary to ensure that the principles set out in this
Declaration are respected’.

The fact that the reproductive cloning of human beings is specifically
or explicitly mentioned in the Declaration as an example of a practice
contrary to human dignity was perhaps meant to show the existence of
a basic consensus at the international level to ban this specific practice.
With regard to other practices that may equally be considered as being
contrary to the threshold standard of respect for human dignity, Article 24
of the Declaration calls upon the International Bioethics Committee (IBC)
of UNESCO to make recommendations to the General Conference of the
Organisation regarding the identification of such practices, mentioning as
one possible example that of germ-line interventions.

Despite the constraints imposed on scientific research by the above-
mentioned standards and principles, the Declaration reaffirms in Article
12 the freedom of scientific research, and recognises that it is necessary for
the progress of knowledge and is part of freedom of thought. But, it also
provides that research applications, including those in biology, genetics
and medicine, concerning the human genome shall seek to offer relief
from suffering and improve the health of individuals and humankind
as a whole. Inspired by the principles of the UNESCO Recommendation
on the Status of Scientific Researchers, the Declaration further calls upon
states to foster intellectual and material conditions favourable to the
free pursuit of research on the human genome, while at the same time
giving necessary consideration to the ethical, legal, social and economic
implications of such research.'®

Other principles enunciated in the Declaration include the prohibition
of discrimination on the basis of one’s genetic characteristics (Article 6),
the principle of free and informed consent (Article 5), the principle of
respect for privacy and confidentiality (Article 7), as well as the principles
of justice, equity and solidarity (Articles 17, 18 and 19). Solidarity is dealt

16 See Art 14.
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with in the Declaration with regard to individuals, families and population
groups who are particularly vulnerable to or affected by disease or
disabilities of a genetic nature and international co-operation between
industrialised and developing countries. Solidarity in the first case
implies, inter alia, the promotion by states of research on the identification,
prevention and treatment of genetically-based and genetically-influenced
diseases, in particular rare as well as endemic diseases affecting large
numbers of the world’s population.!” In the framework of international
co-operation, solidarity is to be articulated through the international
dissemination of scientific knowledge concerning the human genome as
well as through specific measures aimed at strengthening the capacity
of developing countries to carry out research on human biology and
genetics, and at enabling them to assess the risks and benefits of research
on the human genome carried out in those countries in order to prevent
abuses.!8 Relevant international organisations are called upon to support
and promote the initiatives taken by states for the purpose of international
co-operation in this field.

3. THE INTERNATIONAL DECLARATION ON GENETIC DATA

The Declaration on Genetic Data was adopted by the General Conference
of UNESCO on 16 October 2003. It is a sequel to the Universal Declaration
the principles of which it applies to the collection, processing, storage and
use of human genetic data. Human genetic data is defined as ‘informa-
tion about heritable characteristics of individuals obtained by analysis of
nucleic acids or by other scientific analysis’.!?

The Declaration has three basic purposes. First, it aims to set out the
principles which should guide states in the formulation of their legislation
and their policies with respect to the collection, treatment, use and storage
of genetic data. Secondly, it is meant to form the basis for guidelines of
good practice in those areas for individuals and institutions. It is thus
aimed not only at states, but also at individuals and institutions handling
genetic data. And thirdly, and perhaps most importantly, its objective is
to ensure the respect of human dignity and protection of human rights
and fundamental freedoms in the collection, processing, use and storage
of human genetic data and of the biological samples from which they are
derived, in keeping with requirements of equality, justice and solidarity,
while giving due consideration to freedom of thought and expression,
including freedom of research.?

17 See Art 17.

18 See Art 18 and 19(i).
19 See Art 2(i).

20 See Art 1.
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The scope of the Declaration is quite interesting because, while it
applies in general to the collection, processing, use and storage of
human genetic data, human proteomic data?! and biological samples,??
it explicitly excludes, under certain conditions, its applicability to these
activities when they are carried out in the investigation, detection
and prosecution of criminal offences and in parentage testing.?® The
first condition for the exclusion to be operative is that such activities
are subject to domestic law. The second condition, which is even
more important, is that, where such domestic law exists, it must be
consistent with the international law of human rights. Thus, if there is
no domestic law or if the provisions of the domestic law are violative
of or contrary to human rights law, then the principles and provisions
of the Declaration will apply. This is further elaborated in Article 5 of
the Declaration, dealing with the purposes for which human genetic
data may be collected and used, where it is stated that this may
be done also for purposes of forensic medicine, civil, criminal and
other legal proceedings, taking into account the conditions spelled
out in Article 1(c). The other legitimate purposes recognised by the
Declaration are: diagnosis and healthcare, including screening and
predictive testing, and medical and other scientific research, as well
as any other purpose consistent with the Universal Declaration on
the Human Genome and Human Rights and the international law of
human rights.

One of the basic provisions of the Declaration deals with the relationship
between a person’s identity and his genetic make-up. It states that ‘[eJach
individual has a characteristic genetic make-up. Nevertheless, a person’s
identity should not be reduced to genetic characteristics, since it involves
complex educational, environmental and personal factors and emotional,
social, spiritual and cultural bonds with others and implies a dimension
of freedom’ .24

Another basic provision is the one on non-discrimination and non-
stigmatisation aimed at ensuring that human genetic data and human
proteomic data are not used for purposes that discriminate against a person
or impinge upon the individual’s dignity or lead to the stigmatisation of
an individual, a family, a group or communities.?

2l Human proteomic data is defined in Art 2(ii) of the Declaration as ‘information pertain-
ing to an individual’s proteins including their expression, modification and interaction’.

22 Biological samples are defined in Art 2(iv) as ‘any sample of biological material (for
example blood, skin and bone cells or blood plasma) in which nucleic acids are present and
which contains the characteristic genetic make-up of an individual’.

2 See Art 1(c).

2 See Art 3.

% See Art 7.
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The Declaration also stresses the special status of the human genetic
data for the reasons indicated therein:

— They can be predictive of genetic dispositions concerning individuals;

—They may have a significant impact on the family, including off
spring, extending over generations, and in some instances on the
whole group to which the person concerned belongs;

— They may contain information the significance of which is not neces-
sarily known at the time of the collection of the biological samples;

—They may have cultural significance for persons or groups.?

Concerning procedures, the Declaration calls for collecting, treating,
using and storing data on the basis of transparent and ethically acceptable
procedures. It also calls for independent, multidisciplinary and pluralist
ethics committees to be promoted and established at national, regional,
local and institutional level.

More importantly, the Declaration establishes certain principles and
norms to be observed in each of the abovementioned procedures.

At the collection stage,27 for example, it emphasises a prior, free,
informed and express consent ‘without inducement by financial or other
personal gain’ for the people providing the data. Consequent on this
principle is the right to withdraw consent and the right to decide whether
or not to be informed of research results.

At the processing stage,?® the principle of confidentiality of human
genetic data linked to a person, family or group is enunciated; while at
the use stage,? the principle of non-use for a purpose that is incompatible
with the one for which consent had originally been given is established.

Finally, at the storage stage,*® the principle of consent is re-affirmed for
cross-matching or for destruction of samples.

4. IMPLEMENTATION AND FOLLOW-UP MEASURES OF THE
DECLARATIONS

An entire section of the Universal Declaration on the Human Genome and
Human Rights entitled ‘Implementation of the Declaration” is devoted
to the measures to be undertaken by states and by the IBC to promote
the dissemination, application and respect for the principles and stan-
dards established therein. States are called upon to make every effort

26 See Art 4(a).

27 See Arts 8-12.
28 See Arts 13-15.
2 See Arts 16-19.
30 See Arts 20-22.
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to promote the implementation of the principles, to take appropriate
measures—through education, training and information dissemination—
for their respect and to foster their recognition and effective application.
They are also expected to encourage exchanges and networks among
independent ethics committees, as they are established, to foster full
collaboration among them.3!

The IBC of UNESCO is tasked with the dissemination of the principles
enunciated in the Declaration and with the examination of the issues
raised by their actual application and by the evolution of technologies
dealing with the life sciences. It is also mandated to provide advice and
recommendations to the UNESCO General Conference concerning the
follow-up of the Declaration and the identification of practices that could
be contrary to human dignity.??

In pursuance of its abovementioned mandate, the IBC drew up
Guidelines for the implementation of the Universal Declaration, which
were adopted by the General Conference of UNESCO at its 30th
session.®® Although the Guidelines are primarily addressed to states
and intergovernmental organisations, they also state the following:
‘[e]xperience shows that to implement an international instrument,
synergy needs to be created between all actors at the different levels.
Today, international action is characterized by partnership in which
each actor, while retaining his identity and specific nature, complements
the role played by others’.3 It is therefore stressed that the Guidelines
are equally intended for, among others, public and private decision-
makers, especially in science policy, law-makers, ethics committees and
similar bodies, scientists and research workers, and individuals, families
and populations with genetic mutations that may lead to illnesses or
disabilities.®

The Guidelines identify the dissemination of the principles set forth
in the Universal Declaration as a priority and a preliminary condition
for their effective application. Such dissemination is to be specifically
directed at scientific and intellectual circles, people involved in education
and training, particularly in universities, and decision-making bodies
such as parliaments. They also call for consciousness-raising, education
and training as well as exchanges of studies and analyses pertaining
to questions of bioethics. Most importantly, the Guidelines call on the

31 See Art 23.

32 See Art 24.

33 See Resolution 30 C/ 23 adopted by the General Conference of UNESCO at its 30th
Session, Annex: Guidelines for the Implementation of the Universal Declaration on the Human
Genome and Human Rights.

34 Ibid, para 4.

35 Ibid.
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UNESCO Secretariat to prepare an evaluation of the worldwide impact of
the Universal Declaration five years after its adoption in 1997.3

Consequently, an ‘Overall Report on, and Evaluation of, the
Implementation of the Universal Declaration on the Human Genome
and Human Rights” was presented to the UNESCO General Conference
at its 32nd Session in 2003.% In its conclusions, the Evaluation Report
states that the principles of the Universal Declaration are now reflected
in ‘national legislation and regulations in many countries’ and can also
be found in the ‘terms of reference of bioethics and ethics committees in
medical faculties and research institutions alike’.3® It also affirms that ‘it
is now clear that the Universal Declaration on the Human Genome and
Human Rights has become an authority in bioethics’.3 Notwithstanding
these positive conclusions, the General Conference invited the Director-
General of UNESCO to continue to evaluate the impact of the Universal
Declaration, thus underlining the importance of continuous follow-
up and monitoring for the successful implementation of declaratory
instruments.

The International Declaration on Human Genetic Data also contains
specific provisions on its implementation. Thus, the Declaration calls
upon states to give effect to its principles and standards through
appropriate measures at the national level, whether of a legislative,
administrative or other character. Such measures should be supported
by action in the sphere of education, training and public education
so that the widest possible dissemination is given to the provisions
of the Declaration. States are equally exhorted to enter into bilateral
and multilateral agreements to enable developing countries to build
up their capacity to participate in generating and sharing scientific
knowledge concerning human genetic data and related know-how.
Ethics education and training at all levels, as well as information and
knowledge sharing, are singled out as important means for states to
promote the principles set out in the declaration.

In the same way as in the Universal Declaration, the implementation
of the principles of the Declaration on Human Genetic Data is to be
monitored by the UNESCO ICB and Intergovernmental Bioethics
Committee (IGCB) on the basis of reports submitted by Member States.
In addition, UNESCO as a whole is required to take appropriate follow-
up action to the Declaration so as to foster progress of the life sciences
and their applications through technologies ‘based on respect for

% Ibid, paras 2.1, 2.2 and 5.

37 See Overall report on, and evaluation of, the implementation of the Universal Declaration on the
Human Genome and Human Rights, UNESCO doc 32 C/23 of 26 Aug 2003.

38 Ibid, para 41.

% 1bid, para 42.
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human dignity and the exercise and observance of human rights and

fundamental freedoms’.40

5. CONCLUDING REMARKS

The use of the ‘declaration’ for standard-setting in the field of bioethics in
UNESCO might be ascribed to the need to establish within a short period
of time certain principles and minimum standards that are formally
accepted by all the nations of the world. Two factors underlie this quest
for universality and rapid acceptance.

The first factor concerns the universal nature of the issues to be
addressed. Present day scientific practices cross national boundaries. Thus,
the protection of the human species from the adverse effects of certain
scientific and technological practices or from the misuse of scientific
discoveries cannot best be effected on the basis of territoriality, but on the
basis of universality. Secondly, rapid scientific advances in biotechnology
and genetic engineering require fast and flexible legal responses both
internationally and nationally. International conventions may not always
be capable of satisfying the realisation of these goals, while declarations
may lead to their fulfilment depending on the circumstances of their
adoption, their subject matter and the implementation mechanisms
established for their follow-up. At the same time, the declarations can
serve as the precursors of conventions, laying the groundwork for future
codification and translation of the standards and principles into actual
rules and regulations. This method of gradual crystallisation of general
standards into hard rules has occasionally been used by UNESCO in its
standard-setting activities, particularly in the field of culture.*!

It is however too early to say whether a similar approach might
be adopted by UNESCO in the future in the field of bioethics. One
more declaration—the Declaration on Bioethics and Human Rights—has
recently been adopted and much will depend on the effect it will have,
together with the two Declarations discussed in this chapter, on consensus
building at the international level and on the process of maturation of the
emerging rules and standards in the field of bioethics.

40 See Art 26 of the Declaration.

41 See, eg, the Recommendation on the Means of Prohibiting and Preventing the Illicit
Export, Import and Transfer of Ownership of Cultural Property of 19 Nov 1964, followed
in 1970 by the adoption of the Convention on the Means of Prohibiting and Preventing the
Illicit Import, Export and Transfer of Ownership of Cultural Property; the Recommendation
on the Safeguarding of Traditional Culture and Folklore of 15 Nov 1989, followed by the
adoption on 17 Oct 2003, of the Convention for the Safeguarding of the Intangible Cultural
Heritage; and the Universal Declaration on Cultural Diversity adopted on 2 Nov 2001,
followed by the current negotiations on a ‘Convention on the Protection of the Diversity of
Cultural Contents and Artistic Expressions’ (Resolution 32 C/34 of 17 Oct 2003).



6

The ‘Normative Spectrum’ of an
Ethically-inspired Legal Instrument:
The 2005 Universal Declaration on

Bioethics and Human Rights

HELENE BOUSSARD®

1. INTRODUCTION

HE ATTENTION PAID by the international community to the impact
of scientific and technological development on human rights,
although recent, is not new and can be traced back to the end of
the 1960s.! Human rights law needs to be constantly refined and rede-
fined so as to keep pace with advances in sciences. With the ‘genetic
revolution’? and human health-related bio’rechnology3 in the 1990s, it
was the underlying conception of man and humanity in the field which
was modified. At the same time we witnessed a shift in the normative

" PhD researcher of the Department of Law, European University Institute. Email: helene.
boussard@eui.eu.

! The introduction of the question of the impact of recent scientific and technological
development on human rights first received international recognition with the ‘Proclamation
of Tehran’, Final Act of the International Conference on Human Rights, Tehran, 22 Apr-13
May 1968. See S Ogata, ‘Introduction: United Nations Approaches to Human Rights and
Scientific and Technological Developments” in CG Weeramantry (ed), Human Rights and
Scientific and Technological Development (Tokyo, United Nations University Press, 1990), 2,
available at www.unu.edu/unupress/unupbooks/uu06he /uu06he0c.htm.

2 The expression ‘genetic revolution’ refers to discoveries in genetic research and their
potential application in medicine such as gene therapy, cells therapy, genetic screening
and genetic testing, and use of embryonic stem cells. For use of the notion by scholars, see
J Burley (ed), The Genetic Revolution and Human Rights (Oxford, Oxford University Press,
1999).

3 The term ‘Biotechnology’ is used in this chapter in accordance with the definition
provided in the Convention on Biological Diversity (see www.biodiv.org/doc/legal/
cbd-en.pdf) as any technological application that uses biological systems, living organ-
isms or derivates from them in order to make or modify products or processes for specific
use. Biotechnology is divided into three sectors: industry, agriculture and medicine. This
chapter will focus on the last, which is also called ‘human health-related biotechnology’.
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response to scientific progress from reliance on the general corpus of
international human rights law* to the elaboration of a more specific and
intrusive reaction through the creation of an international law of life sci-
ences based on a human rights approach and influenced by bioethics.?
The aim was to guide states in their regulation of the world of science,
given that the risk of abuse of technology justifies abandoning the system
of self-regulation which was predominant in the field. What is innovative
is the resort to two bodies of norms,® on the one hand bioethics, which
governs activities in life sciences and biomedicine’ and on the other hand
international human rights law, which aims to protect the individual.®
This evolution evidenced a revival in the standard-setting function of
intergovernmental organisations at the regional (in particular with the
adoption by the Council of Europe of the European Convention on
Biomedicine and Human Rights)® and international levels. In response to
the UN Commission on Human Rights’ incitation to the organisations
to act under a new agenda item: ‘Bioethics and Human Rights’, !0 the
World Health Organisation (WHO) and the United Nations Educational
Scientific and Cultural Organisation (UNESCO) favoured two differ-
ent approaches.!! While the former integrated an ethical approach in its

4 The only international human rights instrument specifically related to scientific and
technological progress was until recently the Declaration on the Use of Scientific and
Technological Progress in the Interest of Peace and for the Benefit of Mankind (10 Nov 1975),
which expresses the wish that all states make use of scientific and technological progress
for good purpose. Besides, we find the UNESCO Recommendation on the status of scien-
tific researchers, adopted on 20 Nov 1974, which combines the problem of the freedom of
researchers and the implication of science and technology for world problems.

5 L De Castro, “Towards a Declaration on Universal Norms on Bioethics’ Report for the
Extraordinary Session of the International Bioethics Committee of UNESCO (IBC), SHS/
EST/04/CIB-EXTR/1, Paris, 12 July 2004, 5.

6 For a clear juxtaposition of the two sets of norms, see the Declaration on Science and
Use of Scientific Knowledge and the Science Agenda, World Conference on Science, 1999,
Budapest.

7 The word ‘biomedicine’ refers to the application of life sciences in medicine.

8 H Yamane, ‘Impact of Scientific and Technological Progress on Human Rights:
Normative Response to the International Community” in CG Weeramantry, n 1 above.

° Convention for the Protection of Human Rights and Dignity of the Human Being with
regard to the Application of Biology and Medicine, Council of Europe, Oviedo, 4 Apr 1997,
CETS no 164, (1997) 36 ILM 821.

10 Commission for Human Rights, Human Rights and Bioethics, Res. 93/91, 67th Meeting,
10 Mar 1993. For an example of national response to the call for action by the Commission
for Human Rights see American Association for the Advancement of Science, The promo-
tion of Human Rights in the Life and Health Sciences, Recommendations to the United Nations
(Washington, DC, American Association for the Advancement of Science, 1994).

1 The two organisations have a statutory mandate to deal with ethics. This raises a prob-
lem of competence between them. See WHO Response, Results of the Written Consultation
on the Third Outline of the Text of a Declaration on Universal Norms on Bioethics (27 Aug
2004), SHS-2005/WS/15, UNESCO, Paris, 10 Jan 2005.
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activities and decentralised work with non-governmental organisations
(NGOs),'? the latter set up an ethics committee!® to engage in a norm-
setting function in bioethics. The International Bioethics Committee (IBC)'4
of UNESCO, which is the sole ethics committee at the international
level,’® is a body of independent and multidisciplinary experts whose tasks
is to promote reflection on the ethical and legal issues raised by research in
the life sciences and their applications. The IBC not only reports on new
scientific practices in life sciences and makes recommendations but also
participates in the elaboration of instruments. It was charged with drafting
the 1997 Universal Declaration on the Human Genome and Human Rights
(UDHGHR) and the 2003 International Declaration on Human Genetic Data
(IDHGD).!¢ After these two specific instruments, the General Conference of
UNESCO invited the Director General to draw up an instrument to elaborate
‘universal norms on bioethics’.'” This chapter will focus on the latter, the
Universal Declaration on Bioethics and Human Rights (UDBHR), which was
adopted by acclamation on 19 October 2005 by the General Conference of
UNESCO, and may be seen as the most ambitious work undertaken at
international level to combine ethical and legal norms to create a ‘universal
law of bioethics’.!8

The three UNESCO declarations!® are human rights instruments that
have been explicitly developed in line with the Universal Declaration
on Human Rights (UDHR) 1948. Although these declarations are legal
instruments, since they are resolutions of an international organisation,
they are not legally binding stricto sensu. Resolutions in fact are not
among the international sources of law listed in Article 38 of the Statute

12 Gee Department of Ethics, Trade, Human Rights and Health Law, Ethics at the World
Health Organisation, available at www.who.int/ethics.

13 As will be further explored (see text following n 52), the expression ‘ethics committee’
refers to an independent, multidisciplinary and pluralist body of experts whose task is to
deal with bioethical issues.

4 The IBC was established in 1993 for the drafting of the UDHGHR. It was set up as a per-
manent committee and its statutes were adopted by the Executive Board on 7 May 1998.

15 At the regional level, the European Commission in Dec 1997, set up an ethics commit-
tee, the European Group on Ethics in Science and New Technologies (EGE) to succeed the
Group of Advisers on the Ethical Implications of Biotechnology (GAEIB). Moreover, in 1991
the Council of Europe established the Steering Committee on Bioethics (CDBI), which is
often considered as an ethics committee, although it is a group of government experts and,
as a result, does not fulfil the requirement of independence of an ethics committee.

16 For a study of the two declarations, see A Yusuf in this volume.

17 UNESCO Document, Bioethics programme: Priorities and Perspectives, General
Conference of UNESCO, 31st session, Res. 31C /22, 2003.

18 N Lenoir, Opening speech, Proceedings of the Round Table of Ministers of Science,
UNESCO, Paris, 22-23 Oct 2001, at 20-24.

19 The adoption of ‘declarations’ is not provided for by the UNESCO Constitution (16 Nov
1945) and corresponds to a practice which has been developed by the organisation so as to
reach an intermediary normative level between ‘recommendations’, which are only guide-
lines, and ‘“international conventions’, which are legally binding instruments. The latter are
the sole instruments referred to in the Constitution (Art IV.4).
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of the International Court of Justice (ICJ). Therefore they impose binding
obligations on states not legally, but only politically.?’ These ‘soft’
obligations will be referred to as ‘duties’. The originality of the UNESCO
‘bioethics declarations’ lies in their drafting process and their aim, which
is to translate ethical standards into legal terms in order to protect human
rights in scientific research and medical interventions. The new norm-
making process which was instigated with these declarations can be seen
as a convergence of legal and ethical norm-making processes. Human
rights law and bioethics are closely intertwined, and a clear analysis of
the normative features of the UNESCO declarations is not an easy task.
The aim of this chapter is to clarify the interaction between international
human rights law and bioethics through the study of the drafting process,
content, form and implementation machinery of the UDBHR. To this end,
the two normative systems will be schematically presented, and so will
the challenges and possible advantages of their interaction.

It is regrettable that the introduction of bioethics into the agendas of
international organisations did not give rise to more studies. Few have been
conducted, and the most significant work was completed only in 2002 by
the High Commissioner on Human Rights’ expert group on biotechnologies,
while it discussed ‘the complex relationship between ethical and human
rights approaches’?! Unfortunately no long-term reflection on the subject
was carried out, in part due to the lack of necessary budgetary resources.

Bioethics is defined in the Preliminary Draft of the UDBHR for the
limited purpose of the instrument as ‘the systematic, pluralistic and
interdisciplinary study and resolution of the ethical issues raised by
medicine and the life and social sciences as applied to human beings
and their relationship with the biosphere, including issues relating to the
availability and accessibility of scientific and technological developments
and their applications’ (Article 1).22 The High Commissioner’s expert

20 These declarations belong to the body of standards, commitments, joint statements and
declarations of policy or intention created within international organisations and called ‘soft
law’, as opposed to the ‘hard law” which makes up international law proper.

2l High Commissioner's for Human Rights’ Expert Group on Human Rights and
Biotechnology, ‘Human Rights and Biotechnology’, Geneva, 24-25 Jan 2002, 2. Although a
special rapporteur, Ms Iulia-Antonella Motoc, has been appointed by the Sub-commission
on the Promotion and Protection of Human Rights to consider the question of bioethics and
human rights, Motoc’s work focused on specific issues rather than considering the norma-
tive approach. See I-A Motoc, *Specific Human Rights Issues: Human Rights and Bioethics”,
expanded working paper submitted in accordance with Sub-Commission decision 2002/114,
CHR, Sub-Commission on the Promotion and Protection of Human Rights, 55th session,
E/CN.4/Sub.2/2003/36, Geneva, 10 July 2003; I-A Motoc, ‘Specific Human Rights Issues:
Human Rights and the Human Genome’, CHR, Sub-Commission on the Promotion and
Protection of Human Rights, 56th session, E/CN.4/Sub.2/2004/38, Geneva, 23 July 2004.

22 Preliminary Draft Declaration on Universal Norms on Bioethics, SHS/EST/05/
CONE.204/3, Paris, 4 May 2005. See n 34 below and the text following it for the elaboration
of this instrument.
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group, alongside the WHO,? echoed a widespread idea that bioethics and
human rights law pursue the same end. This can be ascertained insofar as
they both protect a certain conception of humanity.* However the two sets
of norms rely on a different value system. On the one hand, international
human rights law is monolithic, since it pretends to universalism. It
rests on a rights-based approach (RBA) and is individual-centred. ‘A
[sic] RBA involves the viewing of a particular issue from the perspective
of the rights-obligations imposed by international human rights’.?> The
individual is considered in his or her universality: legal human rights
are inherent in individuals and are recognised in an entity on the basis of
the sole criterion that the such entity is considered as human.?¢

On the other hand, the value system is plural in bioethics in so far as
any single culture is fully acknowledged as generating its own normative
framework. Bioethical principles are set in the legal, cultural, philosophical
and religious bedrock of the various human communities. The common
denominator of all bioethical approaches is the consideration of practices
rather than actors. In that sense, the bioethics project is a better understanding
of the issue, which questions not only the doctor—patient or doctor—doctor
relationship, but also issues of public policy on the control and direction of
science.?

International human rights law and bioethics can both be used as a ‘“tool
for finding solutions for ethical dilemmas in the field of life sciences’.?®
In bioethics, none of the principles provides an overriding justification.
In international human rights law, the principle is that none of the rights
is absolute, even if there is room for debate on exceptions. In the case of
conflict of rights or principles, human rights law and bioethics will seek to
balance the various rights/principles in order to maximise respect for all
right-holders and interested parties. However, whereas traditional human
rights law hardly goes beyond a state-individual relationship in a quite static
dialectic between obligations of the former and rights of the latter,” bioethics

23 WHO response in Commission on Human Rights, Human Rights and Bioethics, 78th
Meeting, Res. 2001/71, 25 Apr 2001.

24 N Lenoir and B Mathieu, Les normes internationales de la bioéthique (Paris, PUF, 2004), 9.

% High Commissioner for Human Rights’ Expert Group on Human Rights and
Biotechnology, n 21 above.

2 Among others, see D Anzilotti, Cours de droit international, (Paris, LGDJ, 1929, re-ed
1999), 132; ] Rivero, ‘Rapport général’, in Librairie Générale du Droit et de la Jurisprudence,
Les droits de I'homme, droits collectifs ou droits individuels (Paris, LGDJ, 1980), 23.

27 H Kuhse and P Singer, A Companion to Bioethics (Oxford, Blackwell 1998), 4.

28 High Commissioner’s Expert Group on Human Rights and Biotechnology, n 21 above.

2 Such innovations take into account individual-individual relationship by reference to
the German ‘Drittwirkung effect’ (see for examples European Commission of Human Rights,
Whiteside v UK, App no 20357/92, 7 Mar 1994 and Human Rights Committee, Delgado v
Colombia, App no 195/1985, 12 July 1990) and obligations put on non-state entities (see
F Francioni and T Scovazzi, International Responsibility for Environmental Harm (Boston/
London, Kluwer Academic Publishers, 1991); R Provost, State Responsibility in International
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considers all interests in a spatial (individual, member of a society, member
of humanity) and temporal dimension (evolution of the individual on the
one hand, past, present and future generations, on the other hand) through
a dynamic balance of the rights and duties of different actors. Rooted in
‘heuristics of fear’,®? bioethics is characterised by a strong inter- and intra-
generational dimension and considers those who can benefit or suffer from
science, namely present and future generations.

Given these differences, the introduction of bioethics into international
human rights represents a challenge, but also a precious opportunity to
bring the claim to universalism closer to reality. In this regard the fact that
the word “universal’ was chosen for the 2005 declaration is particularly
significant. For the IBC, this word refers ‘not merely to the general
applicability of the norms but also emphasises the global recognition of
bioethical principles’.?! On the one hand, the issue of recognition recalls
the irreducible antagonism between cultural diversity and universalism,
which is undoubtedly an issue when we attempt to develop a “universal
code of bioethics’. On the other hand, a ‘general applicability’, which is
understood as the applicability of the declaration to any individual, group,
corporation and states, demands a reconsideration of the theory of the
subjects of international human rights law so as to extend the categories of
the latter to new entities, which are present in bioethics. In the traditional
positivist doctrine of international law, the individual human being is
never directly a subject of international law, and can only be an object.3?
The basic criterion of positivism is the state.?® These issues will appear
alongside the study of the ethical and legal features of the UDBHR.

Law (Aldershot, Dartmouth, 2002); P Alston, Non-state Actors and Human Rights (Oxford,
Oxford University Press, 2005).

30 The word ‘bioethics” was invented by Van Rensselaer Potter to refer to the reflection
on the risk of auto-destruction generated by certain scientific developments: see V.R. Potter,
‘Bioethics: The Science of Survival’ (1970) 14 Perspectives in Biology and Medicine 127. Hans
Jonas theorised bioethics as the expression of this anxiety: see H Jonas, Le principe respon-
sabilité. Une éthique pour la civilisation technologique (Paris, Le Cerf, 1990). For a presentation
of these contributions, see Lenoir and Mathieu, n 24 above, at 11-12.

31 IBC Drafting Group, Explanatory memorandum on the elaboration of the preliminary draft
declaration on universal norms on bioethics, SHS /EST /05/CONFE.204/4, Paris, 4 May 2005, at 3.

%2 L Oppenheim, International Law, Vol I, Peace (9th edn, Harlow, Longman, 1992), 16-22;
H Lauterpacht (ed), International Law and Human Rights (London, Longman, 1955), para 13.

33 On the opposite side, the naturalist theory gives prevalence to the individual as a per-
manent entity of the international system, while the phenomenon of nation-state is transi-
tory and historically conditioned. Some have argued that the notions of ‘subject’ and ‘object’
have no credible reality and no functional purpose. Higgins emphasised that it was more
helpful and close to perceived reality to return to the view of the international as a particular
decision-making process. And within that process (which is a dynamic and not a static one)
there are a variety of participants, making claims across state lines, with the object of maxi-
mising various values. See R Higgins, Problems & Process: International Law and How we Use
It (Oxford, Oxford University Press, 1994), 48-55. For an interesting overview of the issue,
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During the two-year period devoted to the drafting of the UDBHR
(undoubtedly a short timeframe for such an ambitious task),3* the IBC
attempted to establish the conformity of bioethics with international
human rights law.* However, government experts rejected many of the
innovations proposed by the IBC in the Preliminary Draft Declaration
(‘Preliminary Draft’).?® Although the UDBHR was envisaged to be an
ethically inspired legal instrument, it was deemed to be more important
to conform to the traditional human rights law approach. Therefore the
‘revised’ text of the Member States’ experts, which constitutes the UDBHR,
differs in many respects from the draft of the IBC. The IBC Preliminary
draft and the UDBHR will be compared throughout this chapter.

Notwithstanding the differences between these texts, if we consider
the content, form, drafting process and means of implementation of the
UDBHR, we obtain a ‘normative spectrum’, which consists of a range of
elements from a purely bioethics perspective to a strict human rights law
approach. On a procedural level, we witness the dominance of bioethics,
insofar as there is a multiplication of the actors involved. On a substantive
level, the convergence and reconciliation of ethical and legal principles
lead to an evolution, respectively, in the content and in the form of
international human rights law. Both of these issues will be elaborated
upon in the following sections.

2. DOMINANCE OF BIOETHICS: DIVERSIFICATION OF THE ACTORS
INVOLVED IN INTERNATIONAL HUMAN RIGHTS LAW

Given their different material sources, bioethics and international human
rights law involve different sets of actors.

International human rights law refers to ‘internationally agreed upon
set of principles and norms embodied in international legal instruments’.3”
Accordingly, as the main subjects of international law, states are the key
decision-makers and duty-bearers in international human rights law.

see G Maggio and O] Lynch, ‘Human Rights, Environment and Economic Development:
Existing and Emerging Standards in International Law and Global Society’, Nov 1997, avail-
able at www.omced.org/wri/om_wri.htm.

3 The Preliminary Draft Declaration on Universal Norms on Bioethics (‘Preliminary
Draft’) was adopted by the IBC on 9 Feb 2005: Preliminary Draft Declaration on Universal
Norms on Bioethics, SHS/EST/05/CONFE.204/3, Paris, 4 May 2005.

% IBC Drafting Group, n 31 above, 2.

% The Preliminary Draft was proposed by the IBC to the Intergovernmental Meeting
of Experts of the Member States and Associate Members of UNESCO in June 2005. After
revising the Preliminary Draft, the Member States’ experts adopted the Universal Draft
Declaration on Bioethics and Human Rights (‘Final Draft’): Universal Draft Declaration on
Bioethics and Human Rights, SHS/EST/05/CONF.204/3 REV, Paris, 24 June 2005.

37 Response of the World Health Organisation, n 11 above, at 6.
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The dominance of the role of states is strengthened by the fact that the
universality, indivisibility and interrelatedness of human rights laid
down in the Vienna Declaration 1993 imply a limited number of actors
s0 as to guarantee a harmonised interpretation in the field. This paradigm
is challenged by the reality of the multi-level (international, regional,
national) sources of human rights law, but the main actors remain states.
In contrast, there is no such delimitation in bioethics, and if professionals
and their organisations (mainly the World Medical Association (WMA))
have, for a long time, been the only drafters of norms, non-state (scientific
researchers, physicians, decision-makers, pharmaceutical corporations)
and also potentially state, actors are a potential source of bioethics.>
Consulting the different stakeholders gives the UDBHR legitimacy and
ensures its efficiency. That is why, departing from the traditional interstate
procedure in international human rights law, the drafting of the UDBHR
involved a plurality of state and non-state, legal and ethical, actors.

2.1 The “Institutional Loop’ between Legal and Ethical Actors

The following sections intend to focus first, on the actors who were
consulted in the drafting of the declaration and, then, on those who are
involved in the implementation machinery. This static presentation can
be illustrated through the more dynamic process of an ‘institutional
loop” between legal and ethical actors connecting the international and
national levels, which was instigated with the UDHGHR and the IDHGD.
UNESCO, a legal actor at the international level, ensured the participation
of all actors in the field of bioethics in the drafting of the UDBHR, which
promotes the creation of ethics committees, new and major actors in the
implementation machinery.

2.1.1. Emergence of a new Norm-making Process in the Field of International
Human Rights Law

Hitherto, UNESCO has always had a strong member-driven approach, and
it is significant that it was within this organisation that, under the influ-
ence of the Director General, Federico Mayor, a new norm-making pro-
cess was instigated with the three ‘bioethics declarations’.*” States remain
the final decision-makers but the drafting follows a three-step process:*!

38 Art 1(5) of the Vienna Declaration and Programme of Action, UN World Conference on
Human Rights, 14-25 June 1993, UN Doc A/CONEF/157/24 (Part I) at 20 (1993).

3 C Byk, ‘Progreés scientifique et droits de I'homme, la rupture?” (2003) 54 Revue
Trimestrielle des Droits de I'Homme, N°Spécial Bioéthique, 365-70.

40 Tt was Federico Mayor who proposed the creation of the IBC. See Lenoir and Mathieu,
n 24 above, at 32-3.

41 De Castro, n 5 above.
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consultation with the different stakeholders, production of the prelimi-
nary draft by the IBC, finalisation of the draft by government experts and
its submission for adoption by the General Conference. In the traditional
international law-making process, diplomats are in charge of the drafting
of the text which is adopted by states. Here the draft declaration results
from the oral and written contributions of international intergovernmental
organisations, international and domestic non-governmental organisations,
national ethics committees, individual experts and sovereign states. It
ensures transparency and brings the consensus-making process closer to
the reality of interests in issue. However, alongside the elaboration of the
three UNESCO declarations, an evolution has occurred which pulls the
formation process in two directions regarding state control.

On the one hand, the drafting of the UDBHR confirmed the multi-level
norm-making process. Given the aim of the instrument (laying down
universal ethical guidelines), a first international consultation of national
ethics committees, international governmental and non-governmental
organisations was held before the first draft was produced so as to start
from an embryo of consensus.*? A second was organised further on in the
process, and so was a consultation of authorities of the main religions.*> An
important number of meetings at the regional and national levels allowed
the consultation process to be completed by means of questionnaire sent
to state and non-state actors. Moreover, two meetings of the UN Inter-
agency Committee on Bioethics* ensured dialogue between the different
international organisations, which was undoubtedly more efficient than
written contributions.®®

However, leaving the drafting of the document in the hands of
independent experts is a double-edged sword. Extensive communication
between the IBC and state representatives is a condition sine qua non of
the productivity of the formation process, insofar as it lessens the chance
of further rejection by states of the draft text.4¢ It is in response to states,
which asked to be better informed during the drafting of the text, that the

42 The First meeting of the IBC Drafting Group was held on 30 Apr 2004, just after the
Extraordinary Session of the IBC (27-29 Apr 2004). The latter was attended by more than 200
participants from over 70 countries. See ibid.

4 L De Castro, Report of the Eleventh Session International Bioethics Committee of UNESCO
(UNESCO, Paris, 6 Jan 2005).

4 Created in 2003 under the initiative of the Director-General of UNESCO, the UN Inter-
Agency Committee on Bioethics was established in Mar 2003: it aims to co-ordinate the
activities of the organisations of the UN system and associate members.

45 The two meetings were respectively held on 24-25 June 2004 and 10 Dec 2004.

46 M Jean, UNESCO and Universal Principles in Bioethics: What's Next?, report of the Twelfth
session of the International Bioethics Committee, Tokyo, Japan, 15-17 Dec 2005, SHS/EST/
CIB-12/05/CONE.509/INF.02, at 8: ‘I understand that at the end of the day, member states
are the one who will adopt or reject a text, but this should be done having a full understand-
ing of what is behind the wording of the IBC’.
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Intergovernmental Bioethics Committee (IGBC), a body of government
experts, was created in 1998 to co-operate with the IBC. This intermediary
organ was in the interests of both states and the IBC. Unfortunately,
such institutional improvement without any concrete interaction during
the drafting process is of little use. The IDHGD suffered from a lack of
communication between the two and, in order not to repeat the mistake,
a joint meeting was held,*” and some IBC members attended the IGBC
meeting for the drafting of the UDBHR.#® Some changes made by
government experts which will be documented in this chapter illustrate
that some room for improvement remains.

2.1.2. Legal and Ethical Implementation Machinery

Implementation of international norms means ‘incorporating them in
domestic law through legislation, judicial decision, executive decree, or
other process’.*’ Therefore the issue of implementation means the mar-
gin of discretion states have with regard to the nature of the measures
by means of which they intend to implement an international instru-
ment, such as a declaration, which has no direct application. However,
especially in the case of a non-binding instrument, it is of paramount
importance for the sake of harmonised implementation to provide states
with some guidelines. Given the dual nature of the declaration, its authors
could favour legal norms (lato sensu, namely legislation and regulation) as
traditionally found for international instruments, or could pave an alter-
native way more in conformity with bioethics, which implies institutional
changes. According to the WMA, which had the opportunity to set out its
views during the first international consultation for the elaboration of the
UDBHR, the implementation process of the declaration is unclear. On the
one hand, the IBC reported that “at any level, laws accompanied by effec-
tive control should be adopted in order to facilitate personal choices and
only a few substantial issues should be regulated through international
rules. In other words, the aim should be to maximize moral evolution and
to minimize the need for legislation’.>? On the other hand, the Director
General reported that the IBC saw the Declaration ‘as a tool to help states
wishing to enact laws in that field’.>!

47 26-27 Jan 2005.

48 2425 Jan 2005.

4 D Shelton, Commitment and Compliance: the Role of Non—binding Norms in the International
System (Oxford /New York, Oxford University Press, 2000), 5.

%0 G Berlinguer and L De Castro, Report of the IBC on the Possibility of Elaborating a Universal
Instrument on Bioethics, IBC, SHS/EST/02/CIB-9/5 (Rev.3), Paris, 13 June 2003, para 40.

51 Report by the Director-General on the possibility of Elaborating Universal Norms on
Bioethics (32C/59), UNESCO, Paris, 22 Sept 2003, para 27.
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In reality, there is no contradiction, but rather a complementarity,
between the two forms of implementation, which relate to the adoption
of specific legislation and the creation of ethics committees.”? Such
provisions are in line with those adopted in the two previous declarations.
The legal approach provides a strong framework, whilst ethics committees
allow for the necessary flexibility in a field that is continuously evolving.
Ethics committees are presented in UNESCO declarations as the main
actors in the regulation of life sciences. Their task is threefold: to promote
ethical reflection in the life and health sciences, to fulfil an advisory role
for public and private decision-makers and to guide research workers
and practitioners in their actions, and to encourage broad public debate.
Specific reference to them is made in the UDHGHR and the IDHGD
to review research protocols.>® The conditions of multidisciplinarity,
independence and plurality govern their composition.®* Existing ethics
committees are usually established at four different levels: the local
(ie, hospital practices), institutional (ie, research funding institutions),
professional (ie, medical association) and national (ie, governmental
bodies or non-governmental organisations). UNESCO encourages them
to develop networks and to co-operate with the IBC.>

Ethics committees can also be set up independently of the adoption of
specific legislation. In that case, they appeal to the alternative to human
rights legislation. In fact, in countries such as China® and many African
and South American countries, governments are more willing to develop an
ethical framework than to enact laws within a human rights framework.

The implementation of the UDBHR is based on vertical (national-
international level) and horizontal (state and non-state actors) co-
operation. Therefore, we are witnessing a shift from a state to a multi-level
process. The plurality of actors—a bioethics feature—affects international

52 In its 2003 Report, the IBC stresses that the UDBHR will “contribute to a strengthening
of the role and the degree of participation of ethics committees at national and institutional
levels’: Berlinguer and De Castro, n 50 above, para 46.

53 It results from a combined reading of Art 5d and Art 16 of the UDHGHR. It is provided
for in Art 6 of the IDHGD.

54 ‘States should recognize the value of promoting, at various levels, as appropriate, the
establishment of independent, multidisciplinary and pluralist ethics committees to assess
the ethical, legal and social issues raised by research on the human genome and its applica-
tion”: Art 16 UDHGHR.

55 In the context of the promotion of the principles set out in the UDHGHR, a special
emphasis is put on the need to ‘encourage exchanges and networks among independent
ethics committees, as they are established, to foster full collaboration: Art 23 UDHGHR.
The Guidelines for the Implementation also encourage the ‘networking of these institutions
so as to facilitate communication and exchanges of experience among them, especially for
carrying out joint activities”: para 3.3.2 (Implementation of the Universal Declaration on the
Human Genome and Human Rights, 16 Nov 1999, UNESDOC Res. 30 C/23).

5% 0 Déring, ‘Chinese Researchers Promote Biomedical Regulations: What are the Motives
of the Biopolitical Dawn in China and Where are they Heading?’ (2004) 14 Kennedy Institutes
of Ethics Journal 39.
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human rights law in two ways. From a theoretical perspective, the new
norm-making process implies a slight change in the nature of human
rights law itself. Professor Van Der Burg illustrated the difference of
perspective between ethics and law by the image of an electron that can
be seen as a particle (‘product’) and as a ‘wave’ (‘process’), but not as
both at the same time.%” Schematically presented, bioethics is a ‘process’
which is based on the assessment and the weighing of benefits, risks
and harm in a case-by-case resolution of scientific dilemmas. As such, it
is a tool for the resolution of specific problems. In contrast, law may be
seen mainly as a ‘product’ insofar as law is structured as a collection of
statutes, judicial decisions and customary rules or a system of rules and
principles. The difference between ‘law as a product” and ‘bioethics as a
process’ is obviously a matter of emphasis as there is no such clear-cut
distinction: to some extent bioethics is a product as it is based on a set
of principles and human rights law can be seen as a process. Proclaimed
through general principles at the international level, human rights law
is implemented at the regional and national levels by states in line with
the social and cultural traditions of the country. However, the UDBHR
represents a step further in the conceptualisation of human rights law as
a ‘process’ which is strengthened by the involvement of ethics committees
in the implementation of this human rights law instrument. From a
practical perspective, the recognition of new actors in the implementation
would mean that there are potentially new duty-bearers in the field of
human rights law.

2.2 The Issue of New Duty-Bearers in a New Legal Context

The determination of the addressees is part of the more general and
theoretical issue of the identification of duty-bearers in international
law, and more particularly international human rights law. Traditionally,
addressees of international human rights instruments can only be states,
since they are the only subjects of international law. However a feature
of international human rights law instruments is that they seem to
impose duties on individuals. To start with, the “Universal Declaration of
Human Rights, proclaimed as a common standard of achievement for all
peoples and all nations, seeks to enlist every individual and every organ
of society in a universal human rights movement. This document, as a
major product of the UN, assumes that the furtherance and realization
of human rights is a task to be carried out at all levels in multifarious

57 'W Van Der Burg, ‘Law and Bioethics’ in H Kuhse and P. Singer, n 27 above, at 51.
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ways.”® In line with the declaration, the UDHGHR, the IDHGD and the
Declaration on the Responsibilities of the Present Generations towards
Future Generations (DRPGFG) are addressed to state and non-state
actors. Similarly, the UDBHR was drafted through the lens of the potential
violators (human beings) to provide a benchmark for bioethics at all levels
(decision-makers, medical and scientific communities, public and private
sectors, patients, research participants and their relatives, the media, any
human being), so as to be omni-present.”’ Despite these formulations
and laudable claims, positivist theory tells us that there is no intention
to recognise the legal personality of the individual and that international
norms, in reality, impose upon the state the obligation to prohibit or to
sanction individual behaviours or authorise them.®® The language of
human rights instruments remains unchanged, and so does the ‘statist
approach’. However a significant innovation was proposed by the IBC to
give teeth to the recognition of new duty-bearers in the field of bioethics
by changing the formulation through the repetitive introduction of every
principle with the expression ‘any decision or practice’. This expression is
defined in Article 2 of the Preliminary Draft, which states:

The principles set out in this Declaration apply as appropriate and
relevant:

(i) to decisions or practices made or carried out in the application of
medicine, life and social sciences [...]

(ii) to those who make such decisions or carry out such practices,
whether they are individuals, professionals groups, public or pri-
vate institutions, corporations or states.

Government experts instead adopted an expression that was more in line
with the traditional human rights approach, since states (direct addressees
and duty-bearers) and other entities (possible and subsidiary addressees
of guidelines) are not on the same level and are not addressed in the same
way:

The Declaration is addressed to States. As appropriate and relevant, it also
provides guidance to decisions or practices of individuals, groups, com-
munities, institutions and corporations, public and private [Article 1(2)
UDBHR].

5 TC Van Boven, ‘United Nations and Human Rights: a Critical Appraisal’ in A Cassese,
UN Law, Fundamental Rights, Two Topics in International Law (Alphen aan den Rijn , Sitjhoff &
Noordhoff, 1979), 119.

% R Ida, ‘Contribution pour une Déclaration Universelle de Bioéthique’, report for the
Extraordinary session of the IBC, UNESCO, Paris, 27-29 Apr 2004, 3.

0 Anzilotti, n 26 above, at 134: ‘I'obligation de I'individu ne nait pas si I'Etat n’a pas posé la
norme qui l'interdit’.
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In reality, there were two different, even if interrelated, issues here. One
is the clear identification of those who hold responsibility among the
myriad of actors involved in life sciences and their applications, which
was the main preoccupation of the IBC. The other is the delicate question
which was behind states’ rejection and which relates to the possibility for
individuals to be addressed as duty-bearers, while they are not subjects
in international law.

2.2.1. Distinction between State and Non-state Actors: Clarification of the
duty-bearers?

The formulation proposed by the IBC was criticised even before the
Intergovernmental Meeting of Experts took place and was the object of
extensive debate within the IBC. The WHO had strongly underlined that
such a formulation failed to identify the addressees, duty-bearers and
right-holders for each provision of the UDBHR.®! In its opinion, such an
omission weakened the enforcement of human rights obligations. To what
extent was the criticism justified? It was clear that the formulation of the
provisions of the UDBHR constituted a departure from those of the two
previous UNESCO declarations and any other human rights instrument,
insofar as the expression ‘any decision or practice” was used throughout
the operational part of the Declaration. However, would the IBC proposal
have left the determination of duty-bearers unresolved? Does the formu-
lation adopted adequately clarify the duty-bearers?

The issue was discussed by the IBC Drafting Group during its sixth
meeting. The debate centred on the fact that there is no right without
an obligation, and no obligation without a duty-bearer. The Preliminary
Draft carried the risk that, by referring indistinguishably to all decision-
makers rather than states exclusively in each Article, it might not have
been possible to hold anyone to account. Therefore, the formulation
proposed did not appear to be satisfactory from a legal perspective. Some
members were sensitive to the fact that the addressees of each provision
were not necessarily the addressees of the entire declaration, and that it
could be counter-productive to leave any ambiguity regarding the duty-
bearers; however, no modifications were proposed for various reasons.
On the one hand, it was stressed by one member of the group that a
declaration on bioethics did not aim to recognise pre-existing rights and
duties. Bioethics stemmed from human rights, but could not give teeth to
their recognition. On the other hand, it was claimed by another member
that the addressee of the Declaration was the human species as such, in
other words, the international community lato sensu, which embodies
states and individuals.

1 WHO Response, n 11 above.
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The formulation finally adopted by the IBC (‘any decision or practice”)
aims to stress the diversity of actors in the field and calls for accurate
identification of duty-bearers on a case-by-case basis. In comparison with
the IBC formulation, the text of the UDBHR strengthens the role of states
(‘[t]he Declaration is addressed to states’) and weakens the recognition
of new duty-bearers, which takes place ‘as appropriate and relevant’.
Therefore the main distinction between the two formulations lies in the
role recognised to non-state actors. Whereas in the first formulation (‘any
decision or practice’) state and non-state actors are on the same level,
the second formulation (dissociation between state and non-state actors)
ensures the recognition of states as duty-bearers. It is doubtful whether
the latter formulation, which has been adopted in the passive voice used
throughout the text, clarifies the duty-bearers for each provision. However,
as we have to assume that this was done for the sake of coherence of state
action, it implies that states are the duty-bearers of the declaration in any
case, in order to ensure that there is no duty without a duty-bearer. This
approach is reflected by the use of ‘should’, which only ‘invites” and does
not ‘order’, and which is characteristic of human rights instruments. In
the Preliminary Draft, ‘shall’, which carries a legally binding connotation,
was used in the principles addressed to any decision-maker. As soon as
states are the only addressees, ‘should’ reappears in the general principles
with a well-known yet ill-defined term: ‘is to be’.

Mrs Jean, President of the IBC at that time, attempted to smooth over
the change by stressing that, even with the new formulation, ‘right at the
beginning of the text, there is a will to involve all the actors that can play
a role in the application of this Declaration’.®2 However, a departure from
the state-centred addressees which remains would have helped to fill the
gap between reality and legal positivist theory.

2.2.2. The Gap between Reality and Legal Positivist Theory in the Challenge of
Effectiveness

Departing from the traditional discourse on the subjects of international
law, the notion of individual responsibility is not absent from the texts,
or from the reflection that took place within international organisations.®3

62 Jean, n 46 above, at 6.

%3 The most thorough and comprehensive works on the subject of individuals and
responsibilities are the two following reports: the Report of Ms Erica-Irene A Daes, Special
Rapporteur of the Sub-Commission on Prevention of Discrimination and Protection of
Minorities, “The Individual’s Duties to the Community and the Limitations on Human
Rights and Freedoms under Article 29 of the Universal Declaration of Human Rights, A
Contribution to the Freedom of the Individual under Law’, E/CN.4/Sub.2/432/Rev.2, New
York, July 1982, and the Report of Mr Miguel Alfonso Martinez, Special Rapporteur of the
Sub-Commission on the Promotion and Protection of Human Rights to undertake the study
requested by the Commission in its resolution 2000/63, E/CN.4/2002/107, 25 Apr 2002.
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The gap between the classical approach and the reality of international
law-making reminds us of Higgins’ comment concerning the fact that the
notions of subject and object in international law have no functional pur-
pose,®* which can be understood in such a way as to challenge rather than
serve the effectiveness of international law. This is particularly true in two
fields. First, the evolution that has occurred in international criminal law
reveals the obvious necessity to adapt the theory of international subjects
to the need for implementation of the law. The individual responsibility for
international crimes has been recognised as ‘[c]rime against international
law are committed by men, not by abstract entities, and only by punishing
individuals who commit such crimes can the provisions of international
law be enforced’.®> Another example relates to trans-national activities, in
which control by a state or group of states is ill-suited to finding adequate
solutions for the myriad problems which are transnational in scope and
where there is a need to consider other addressees of universal obliga-
tions.® In this regard, ways have been explored of placing obligations on
corporations.®” Bioethics borrows elements from the two examples. Rooted
in international criminal law,% it aims to regulate scientific research, which
undoubtedly has a transnational dimension.®® Similarly, effectiveness is a
strong argument for reconsidering the position of addressees. The open
formulation proposed by the IBC (‘any decision or practice’) was somehow
a necessary condition for the effective implementation of the UDBHR. The
field of bioethics is regulated in diverse ways throughout the world. The
level at which the legislative or regulatory framework is placed depends
on the country.”? The duty-bearers are thus likely to differ from one coun-
try to another. States may be actors, just as they may be completely absent
from this regulation. By placing the emphasis on the role of states, the
UDBHR blurs the responsibility of entities other than states (ie, groups
of researchers, pharmaceutical corporations) and overestimates the

¢ Higgins, n 33 above, at 49.

6 Judgment of 1 Oct 1946 of the International Military Tribunal at Nuremberg, Transcript
of proceedings, at 16-878. See Lauterpacht, n 32 above.

% Maggio and Lynch, n 33 above.

%7 See n 29 above.

% Bioethics emerged from the principles of the 1947 Code of Nuremberg.

% While considering the feasibility of a universal instrument on bioethics, the IBC listed
the scientific practices that have extended beyond national borders as an illustration of the
problems that should be addressed (healthcare, human reproduction and the beginning of
life, genetic enhancement, gene therapy and genetic modification, human genetic data and
other personal healthcare data, end of life, research involving human subjects, intellectual
property rights, human organ and tissue transplantation, the use of embryonic stem cells in
therapeutic research, behavioural genetics, genetically modified organisms). See Berlinguer
and De Castro, n 50 above, at 4-9.

70 L Nielsen, ‘From Bioethics to Biolaw’ in CM Mazzoni (ed), A Legal Framework for
Bioethics (The Hague, Kluwer 1998), 39-52.
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possibility of control of the state, for example in the case of transnational
or international research projects. Quite the reverse, the legal construc-
tion used in the expression ‘any decision and practice’ highlighted the
plurality of actors at the national level and stressed the departure from a
state-centred scheme (‘[s]tates should/shall’). On the one hand, by recog-
nising other entities as duty-bearers, it restricted obligations placed on
states and took into account that states can have only limited responsibil-
ity in bioethical reflection and in the drafting of any legislation that may
stem therefrom,”! insofar as they are not the main actors in the field at the
national, trans-national or international level. On the other hand, states
were invited to participate in the drafting of the regulations insofar as the
declaration imposed positive duties, such as facilitating complementary
action between non-state actors, on them.”?

This debate on the scope of the UDBHR is of paramount importance
regarding the implementation of the Declaration. The IBC’s formulation
would have opened the way to legal recognition of the reality of the
plurality of actors involved in the field of bioethics. In this way, it would
have contributed to the effectiveness of the Declaration.

The ethical standards which are set out in the UDBHR are to be
transposed at the domestic level through a process which involves
both ethical and legal actors. The emergence of new actors highlights
the dominance of bioethics in the drafting and implementation of the
UDBHR. Another form of interaction between the two bodies of norms
is found when we consider the content and form of the UDBHR, in
which we may talk of convergence and reconciliation of ethical and legal
principles.

3. CONVERGENCE AND RECONCILIATION OF ETHICAL AND LEGAL
PRINCIPLES

The ambiguity of the normative content of the UDBHR—an ethically-
inspired legal instrument—stems from the mandate given to the IBC by
the General Conference. The latter considered that ‘it [was] opportune
and desirable to set universal standards in the field of bioethics with due

71 Berlinguer and De Castro, n 50 above, para 13: ‘[s]tates have a special responsibility not
only with respect to bioethical reflection but also in the drafting of any legislation that may
stem therefrom’.

72 With regard to the European Convention on Human Rights and Biomedicine (‘Oviedo
Convention’) 1997, see C Byk, ‘La Convention européenne sur la biomédecine et les droits
de I'homme et 1'ordre juridique international’ (2001) 128 Journal du Droit International 48:
‘the paradox is that while the concept of the welfare state is declining, public authorities
are mandated to exercise the control which means the right to an equitable access to new
biomedical applications and the full respect of human rights’.
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regard for human dignity and human rights and freedoms, in the spirit of
cultural pluralism inherent in bioethics’.”?

The human rights approach, which was previously adopted in the
UDHGHR and the Oviedo Convention, is particularly appropriate in
the field in question. This can be justified, as bioethics suffers from
the plurality and range of actors involved and the overproduction of
divergent norms,”* whereas human rights law offers a strong framework
and a common language, which may constitute a starting point for the
development of universal bioethical principles.”

On closer examination of the UDBHR, to what extent does it borrow
from human rights law? On the one hand, the title refers to human rights:
it was proposed by the IBC Drafting Group instead of the original title,
the “Declaration on Universal Norms on Bioethics’. On the other hand,
there is no recognition of specific rights (‘everyone has the right to’) or
any absolute prohibition (‘any form of ... is prohibited’). However, the
document imposes negative and positive duties on states. In addition, we
find in the ‘Final Provisions’ the human rights mechanisms of limitations
and interpretation of the ‘Principles’ (Articles 26, 27 and 28 UDBHR).
Furthermore, the language of human rights law (such as ‘informed consent’,
‘privacy and confidentiality’ and ‘should/shall’) underpins the entire
text. Beside the general provisions devoted to the aims and scope of the
declaration (Articles 1 and 2), the UDBHR embodies in its operational parts,
on the one hand, the ‘principles’ and the procedure for the ‘application of
the principles” which aim to guide state action within its territory, and, on
the other hand, the principles governing the ‘promotion of the declaration’,
which relate to the duty of states at the international level. Therefore the
declaration lays down only general principles and no specific issue has
been settled,”® owing to the difficulty of reaching consensus.

If we consider the content of the “principles’ of the UDBHR, as highlighted
by WHO in its comments on the Third Outline of the Declaration, there is
‘a very substantial conflict between the human rights-based orientation of
some (such as Article 3 [on human dignity, human rights and justice]) and the
bioethics basis of others (such as Article 4 [on benefit and harm])’.7” In reality,
the substantive role played by human rights law or bioethics is rarely that

73 Resolution 32C/24, 32nd Session of the General Conference of UNESCO, 2003, empha-
sis added.

74 D Human and SS Fluss, The World Medical Association’s Declaration of Helsinki: Historical
and Contemporary perspectives, (2001), available at www.wma.net/e/ethicsunit/pdf/draft
historical_contemporary_perspectives.pdf.

75 IBC Drafting Group, n 31 above, at 2.

76 For the list of the specific issues considered during the preparatory works, see n 69
above.

77 Letter of Comments from the World Health Organisation on the Third Outline of the
Declaration on Universal Norms on Bioethics, 29 Nov 2004, 5.
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clear-cut and is often blurred by the overlapping (informed consent,”® respect
for life, integrity and vulnerability,” and autonomy® are both legal and ethical
principles) or intertwining (non-discrimination, which is legally recognised,
is associated with non-stigmatisation,3! which is more ethically grounded)
of the two bodies of norms. Regarding the sources of each provision, the
IBC Explanatory Memorandum on the Elaboration of the Preliminary Draft
Declaration on Universal Norms on Bioethics refers either to the Oviedo
Convention and its protocols or to the UDHGHR. There is no need to recall
that these instruments are used in the same logic of intertwining between
bioethics and human rights law. As a result, this ‘self-referential” mechanism
organises the autonomy of the ethico-legal normative system, which appears
to be indirectly rooted in human rights law and bioethics.

In this intertwining of ethical and legal features, the most challenging
aspect of the UDBHR can be found in the two guiding principles, which
are mentioned in the IBC mandate. These principles include human
dignity and cultural diversity, which underpin the entire text, although
their respective understanding in law and bioethics are not necessarily
compatible. On the one hand, respect for human dignity is common to
international human rights law and Western bioethics; however, it is not
necessarily recognised or respected in the same way by all cultures. There
is no homogenous understanding of human dignity in bioethics and,
therefore, it is not possible to ensure a common approach with human
rights law. On the other hand, the principle of cultural diversity is inherent
in ethics, which is pluralistic by nature, whereas it is acknowledged with
some limitations in international human rights law.

However, in the field of life sciences, we witness a new approach to these
two principles which reconciles the divergences in bioethics and law. This
also conforms to the evolution of the content and the form of international
human rights law. With regard to content, a new understanding of the
principle of human dignity, which is oriented towards the safeguarding of
humanity, can be seen as the first value shared among all cultures. In relation
to form, the acknowledgement of cultural diversity leads to a development
towards a more procedural approach in order to reach harmonisation on
the substance. These issues will be discussed in more detail below.

78 The principle of informed consent to medical and scientific experimentation, which
has been a key principle in bioethics since the ‘Nuremberg Code’, is set out in Art 7 of the
International Covenant on Civil and Political Rights.

79 The right to life is recognised first in Art 3 UDHR. The rights to physical and spiritual
integrity were recognised respectively in Art 3 and Art 5 of the UDHR. The notion of vulner-
ability has been developed by the human rights bodies.

80 See below in the discussion regarding the principle of human dignity.

81 IBC Drafting group, n 31 above, at 8: ‘[w]hile prohibition of discrimination can be more
easily targeted by legal instruments, elimination of the stigma requires a longer process of
social transformation in which ethics and ethics teaching can play a significant role’.
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3.1. Human Being versus Human Species: Towards a New Balance
in International Human Rights Law through the Principle of Human
Dignity

The concept of human dignity is not recognised as such by all legal cul-
tures, for example, in the Japanese legal system.®? In addition, it is not
well-defined and its qualification as a normative concept is problematic.
However, its strength lies in the fact that it can be understood as an over-
arching principle in international human rights law and bioethics, or at
least in Western bioethics. This section does not aim to define human dig-
nity in bioethics and in human rights law but to explore it, in the context
of the study, as a functional notion that aims to protect the interests of dif-
ferent entities (which are categorised as ‘human’) from possible infringe-
ments arising in the application of biotechnology or biomedicine (which
can be perceived as a threat to ‘dignity’). The emergence of the human
species as a new entity in the field of human rights law raises the question
of the recognition of the rights of right-holders to protect their interests.

3.1.1. Convergence in the Interpretation of the Principle of Human Dignity in
Bioethics and Law

Human dignity is originally based on the idea of the intrinsic value of
every human being, who possesses inherent rights as a means of protect-
ing this value. It may be related to or equated with the value of autonomy
and expressed through the requirement of informed consent.?® Individual
empowerment also stems from this principle, which is understood as the
recognition of the right to control one’s actions with regard to the choices
that one has made. This constitutes the subjective approach to human dig-
nity that is dominant in both human rights law and Western bioethics.

In Western bioethics, the principle of autonomy was highlighted in
reaction to the overly paternalistic behaviour of the medical profession.
Respect for autonomy clearly signals that individuals should not
be sacrificed for the greater good of medical progress. Patients are
empowered: even if doctors claim to know best, it is ultimately patients
who make choices and exercise control.34

82 Ida, n 59 above, at 5.

8 JD Rendtorff and P Kemp, Basic Ethical Principles in European Bioethics and Biolaw, and
Barcelona, centre for Ethics and Law and Institut Barja de Barcelona, 2000, at 31. The tra-
ditional correlation between human dignity and informed consent is still undoubtedly an
important principle, but needs to be adapted for the child, and now for the foetus or the
embryo. In the last case, informed consent of the genitors and human dignity of the embryo
do not seem to go hand-in-hand: see the recent ECtHR case, Evans v UK, App no 6339/05,
Judgment of 7 Mar 2006.

84 MA Grodin, ‘Introduction: the Historical and Philosophical Roots of Bioethics” in MA
Grodin, Meta Medical Ethics: the Philosophical Foundations of Bioethics (Dordrecht, Kluwer
Academic Publishers, 1995), 17.
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In the field of human rights, it is claimed that a balance needs to be
struck between the conflicting interests at stake: individual interests, on
the one hand, and state interests in protecting the general welfare, on the
other. However, human rights law has focused until recently on rights,
autonomy and individual freedom.®> The interests of society could be
given priority in some circumstances; however, only the concept of human
dignity was understood as linked to individuals who could invoke their
own part of humanity (through the right to informed consent).

The prevalence of the individual is inherent in Western bioethics, and
it can be argued that international human rights law embodies Western
values. In fact some cultures give prevalence to societal interests, rather
than the individual. Social ethics (or communitarian ethics) is opposed to
individual ethics.5¢

The biotechnological revolution has led to a new approach to the
principle of human dignity. As biosciences (ie, genomic sciences) affect
human existence as a whole, it has been recognised that the human species
has a value in itself, beyond the dignity of each of its members. Whereas
the debate has so far focussed on the dialectic between individuals and
society, the conflict over the position of the individual with regard to
society has moved on. In addition to individual and societal interests,
the interest of the human species has emerged and, alongside this, the
protection of the biosphere. Moreover individual choice is not always
contingent on collective interests. From this recognition stems a dual
approach to respect for human dignity: in addition to the idea of human
dignity as empowerment, human dignity as constraint has also emerged.”
Whereas dignity as empowerment is the ability to exercise control over
one’s life, dignity as constraint asserts collective control over the exercise
of autonomy when the interest of humankind is at stake.

Considering the interest of humanity, the aim of bioethics is to ensure
that science guarantees the safety and wellbeing and the development of
the human species, while it pursues its own development.

In human rights law, a new balance has appeared between the interests
of the human species and those of individuals. Some commentators refer
to the emergence of humanity rights’ based on belonging to the human
species, along with individual-centred human rights.5

85 Daes, n 63 above, at 38—47.

86 Grodin, n 84 above, at 17-18.

87 D Beyleveld and R Brownsword, Human Dignity in Bioethics and Biolaw (Oxford, Oxford
University Press, 2001).

8 M Delmas-Marty, ‘Interdire et punir, le clonage reproductif humain’ (2003) 54 Revue
Trimestrielle des Droits de I'Homme, Bioethics Special Edition, at 433.
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3.1.2. The Recognition of new Rights-holders?

This section aims to consider how the dual approach of human dignity,
as presented above, has found legal expression and the possible conse-
quences of such a turn in the traditional theory of the beneficiaries or
‘right-holders’ of international human rights law.

It was in 1997 that both at the regional level, through the adoption
of the Oviedo Convention, and at the international level, through the
UDHGHR, the protection of the human species appeared in human rights
law. In the same year, the General Conference of UNESCO adopted the
Declaration on the Responsibilities of the Present Generations towards
Future Generations, which views the human species through an intra-
(spatial) and inter-(temporal) generational dimension. The UDBHR is in
line with these instruments.

In the Oviedo Convention, the human species was described for the
first time as a new beneficiary of human rights law. In the Explanatory
Report, it says:

It was necessary to take account of the actual developments in medicine and
biology, while indicating the need for them to be used solely for the benefit of
present and future generations. This concern has been affirmed at three levels:
the first is that of individuals ... The second level relates to society ... The third
and final concern relates to the human species ... The Convention sets up safe-
guards starting with the preamble where reference is made to the benefits to
future generations and to all humanity, while provision is made throughout the
text for the necessary legal guarantees.®

Therefore the Oviedo Convention promotes a new generation of human
rights, the so-called ‘biorights’, which involve the three generations of
human rights, and the third one (principles of justice and solidarity, right
to development and right to a healthy environment) in particular. At the
same time, it widens the scope of human rights law by linking human
rights to the safeguarding of the human species.

In the UDHGHR, given the specificity of the object of protection—the
human genome—it was of paramount importance to find a balance
between the protection of the inalienable rights of the individual and
common interest of humanity. In fact, considerable emphasis was placed
on the dual nature of the human genome as the genetic heritage of each
individual, on the one hand, and as the ‘heritage of humanity’ (Article 1
UDHGHR), on the other. This dual qualification underpins the new
balance in international human rights law and reflects the profound

8 Explanatory report to the Convention on human rights and biomedicine, Secretary
General of the Council of Europe, CETS n 164, Strasbourg, 17 Dec 1996, para 14.
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change that has occurred in the interpretation of the principle of human
dignity. “The aim is not only to protect the individual, in his rights and
his freedoms, since dignity concerns the human being as such, in its [sic]
largest sense”.?’ The dignity of the human species is therefore recognised.
The interests of the individual have to be balanced with the interests of
future generations, which are protected by the concept of heritage of
humanity. This is in line with the preamble to the DRPGFG, which states
that “[t]hese responsibilities include, inter alia, the maintenance and
perpetuation of humankind with due respect for the dignity of the human
person’.

In the UDBHR, the different interests protected appear within the
‘principles’, which ‘determine gradually widening obligations and
responsibilities in relation to the individual human being itself, to another
human being, to human communities, to humankind as a whole; and
towards all living beings and their environment’.?!

At the first level (Articles 3-12), we find the principles which protect
the human person as such (human dignity, autonomy, informed consent,
personal integrity, privacy and confidentiality) or as a member of society
(equality, justice, equity, non-discrimination, non-stigmatisation, cultural
diversity and human vulnerability). Article 3 restates the principle of human
dignity-empowerment (‘[hJuman dignity, human rights and fundamental
freedoms are to be respected’). The principle of autonomy (Article 5) is
counterbalanced by the recognition of responsibility towards others. The
principle of informed consent (Articles 6 and 7) is reaffirmed as the core of
the protection of the human person in bioethics, with the possibility of an
additional collective agreement (among a group or community).

The second level (Articles 13 to 16) concerns humanity in its entirety,
that is present and future generations. Article 13 (‘[s]olidarity and
cooperation’), Article 14 (‘[s]ocial responsibility and health’) and Article
15 (‘[s]haring of benefits) implicitly refer to the rights of the present and
future generations to enjoy the benefits of life sciences and medicine.
Furthermore, Article 16 explicitly mentions the protection of future
generations.

The third level (Article 17) refers to a collective responsibility towards the
biosphere. This recognition is an important development in international
human rights law, insofar as it constitutes a step further in the protection
of the human species. The idea of a common destiny is accompanied by

90 Report of the Fourth Meeting of the Legal Commission of the IBC, UNESCO, Paris, 27
Apr 1994, in UNESCO document, Birth of the Universal Declaration on the Human Genome and
Human Rights (Paris, UNESCO, Division of the Ethics of Science and Technology 1999), 53.
The ‘[sic] was in the original quotation.

91 IBC Drafting Group, n 31 above, at 6.
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the idea that the future of the human species is linked to the rest of the
biosphere. In light of this interdependence, the impact of human beings
on the biosphere cannot be disregarded.

With regard to the beneficiaries of these provisions, the Intergovernmental
Meeting of Experts introduced two modifications. First, it retained a narrow
understanding of human rights as individual rights as opposed to collective
rights. In the Preliminary Draft, the scope of the UDBHR embodied the
decisions or practices made or carried out with relation ‘to individuals,
families, groups and communities’ (Article 2(i)). Instead, government
experts adopted a formulation focussed on the individual, since human
rights were to be held by individuals and not by groups: ‘[t]he declaration
addresses ethical issues ... as applied to human beings, taking into account
their social, legal and environmental dimensions’ (Article 1(a)). Secondly,
government experts agreed by consensus on the insertion of an Article
devoted to the protection of future generations (Article 16). It could
seem paradoxical that states widen the beneficiaries of protection (future
generations) while claiming that human rights are individual rights.

Individuals, the traditional subjective beneficiaries in human rights
law, now have duties towards new beneficiaries, ‘the present and
future generations’. With Article 16 (‘Protecting Future Generations’),
the UDHGHR strengthens the ‘framework of inter-generational
responsibility’, which was envisaged during the drafting process by the
IBC Drafting Group.”?> The interests of present and future generations
have been increasingly emphasised since the 1972 Stockholm Declaration
(Principle 1 on the duty to protect the environment). This recognition
could challenge the traditional implementation of international human
rights law if we consider that individual interests and interests of the
human species do not necessarily go hand-in-hand. It also questions who
has legal standing to speak on behalf of humanity, the biosphere and the
present or future generations to ensure their protection.

Traditionally, two systems of control of respect for human rights coexist,
one juridical, at the regional level, where individuals and states have
legal standing in the European and Inter-American courts, and the other,
non-juridical, at the international level, where only states can represent
individual interests. The existence of an individual remedy depends
on states, as is recognised by the Optional Protocol to the International
Covenant on Civil and Political Rights.” It consists of the possibility for

92 Final Report of the Third Meeting of the IBC Drafting Group for the Elaboration of a
Declaration on Universal Norms on Bioethics, 2-3 July 2004, SHS/EST /04/CIB-GRED-3/2,
UNESCO, Paris, 18 Aug 2004.

% In 2004, the Optional Protocol had been ratified by 104 States Parties (Office of the
United Nations High Commissioner for Human Rights, Status of ratifications of the prin-
cipal international human rights treaties, 9 June 2004, available at www.unhchr.ch/pdf/
report.pdf).
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individuals to send a communication with a complaint to the Human
Rights Committee (HRC), but the decisions of the latter have no legal
force and do not bind states. The juridical/non-juridical panorama
schematically presented will not change drastically; however some
refinements may occur regarding the system of protection recognised by
the ‘bioethics instruments’.

At the regional level, there is no mechanism in place to ensure respect for
the Oviedo Convention. The European Court of Human Rights (ECtHR) is
responsible only for its interpretation. However the ECtHR can adopt an
evolving interpretation of the 1950 European Convention on Human Rights
(ECHR) in the light of other conventions. Therefore there could be grounds
for widening the scope of Article 2 (right to life), Article 3 (prohibition of
torture), Article 6 (right to a fair trial) or Article 8 (right to respect for private
and family life) of the ECHR in light of the Oviedo Convention. However,
this would not imply that the individual had the right to invoke the interests
of present and future generations and the case law of the ECtHR does not
seem to encourage this evolution. In considering the application of Article 6
in the case of a licence to operate nuclear power plants, the European Court
of Human Rights found that the right to a fair trial was not applicable in a
case in which the applicants alleged ‘not so much a specific and imminent
danger in their personal regard as a general danger in relation to all nuclear
power plants; and many of the grounds they relied on [were] related to
safety, environmental and technical features inherent in the use of nuclear
energy’.”* The requirement of the proof of a serious, specific and imminent
danger obviously runs counter to the interests of future generations.
Therefore considering Article 6 ECHR, states are not required to ensure
the right of access to justice in order to protect the interests of present and
future generations. Another approach to considering future interests could
lie in the protected status of the embryo as a member of future generations,
but here again the Court does not appear as its guardian.”

Thus far, only one domestic court decision has allowed the bringing of
an action (in this case, a class action) brought by the plaintiffs acting as
representatives for themselves and future generations. The Philippines
Supreme Court in 1993 addressed intergenerational equity in the context
of state management of public forest land.”® The Court found that the
petitioners had locus standi (in other words, they were qualified to sue) on

9 ECtHR, Athanassoglou and Others v Switzerland, App no 27644 /95, of [2000] ECHR 159,
para 52.

9 See ECtHR, Vo v France, App no 53924/00, of [2004] ECHR 326 and ECtHR, Evans v UK
n 83 above.

% Philippines Supreme Court, Minors Oposa v Secretary of the Department of Environment
and Natural Resources ‘DENR’), GR 101083, 224 SCRA 792, 30 July 1993.
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behalf of present and future generations in the Philippines to invoke their
right to a healthy environment.

At the international level, human rights obligations are traditionally
regarded as erga omnes obligations, that refer to obligations incumbent
upon all states vis-i-vis all other states, in any given sphere of legal
relationship, which benefit not the subjective interest of the states,
but a third party, usually that of individuals, collectivised as ‘the
international community’.%” Therefore international human rights
law is originally characterised by what we can call a ‘normative
and conceptual matter”:?® there is no correlation between the right-
holders—namely, the international community of states—and the
subjective beneficiaries—namely, the individuals or the international
community of individuals.

This legal construction could be appropriate in the field of biomedicine
and life sciences. The human species, the future generations or the
biosphere would be the new subjective beneficiaries, and states would
remain the right-holders. The forefront of the logic would be the same
and would conform to the dual approach to human dignity relating to the
individual or to the human species: any denial of human dignity is the
concern of the entire ‘international community’.

The ability of the individual to speak on behalf of humanity would
represent an innovation in international law. In 1980, the HRC addressed
the question whether a communication could be submitted on behalf of
‘future generations’ and found that this question did not have to be
resolved in the circumstances of a case concerning emissions caused
by nuclear waste in waste tips.” The author of the communication
had the standing to submit it both on her own behalf and also on
behalf of the residents of Port Hope who had specifically authorised
her to do so. As stated by the HRC, ‘[the Committee will treat the
author’s reference to “future generations” as an expression of concern
purporting to put into due perspective the importance of the matter
raised in the communication’. Consequently, the question remains and
it will be interesting to follow the developments arising from the future
application of the UDBHR.

7 Barcelona Traction, Light and Power Company, Limited (Belgium v Spain) [1970] IC]. Rep 3: the
ICJ refers to them as ‘obligations of a state towards the international community as a whole ...
all states can be held to have a legal interest in their protection’.

98 L-A Sicilianos, ‘Classification des obligations et dimension multilatérale de la respon-
sabilité internationale” in P-M Dupuy, Obligations multilatérales, droit impératif et responsabilité
internationale des Etats (Paris, Pedone, 2003), 63.

% CCPR/C/17/D/67/1980, EPH v Canada, Decision of 27 Oct 1982, at para 8.
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3.2. Universal Values versus Cultural Diversity: Towards a Common
Procedural Approach to Reach a Harmonisation of the Substance

In its comments on the Third Outline, the WHO emphasised that the text
of the Declaration suffered from ‘the unresolved tension between declar-
ing “universal norms” and wanting to accept local differences demanded
by certain cultures, which may contradict those norms’.!®Although it
could be claimed that the UDBHR is the product of this ‘tension’, this
does not affect its coherence. During its second meeting, the IBC Drafting
Group acknowledged that it did not seem possible to find a common posi-
tion on bioethics; however, there was a great risk of the development of
practices contrary to human dignity and harmful to the human species if
everyone was left to act according to his or her own ethical considerations.
Therefore, the scope of the Declaration was confined to the role of giving
teeth to the basic principles of bioethics.!%! In reality, this represents only
one side of the coin as the IBC Drafting Group chose to adopt a dualist
approach, based on the need for unification—namely a single, shared
position on a given subject—and harmonisation—namely guiding prin-
ciples of a more general nature with a national margin of discretion (while
respecting a minimal threshold of compatibility).1%? The two mechanisms
will be described in further detail in the following sections.

3.2.1. Unification of the Limitations on Cultural Diversity

The IBC reached a consensus on the limitations placed on the recogni-
tion of cultural diversity. This delimitation was of paramount importance
considering the need to ensure respect for the principles set out in the
UDBHR.

First, the recognition of cultural diversity as the ‘common heritage of
humanity” in the Preamble can be interpreted as a limitation on individuals
freely invoking their cultural background, tradition and religion. This
interpretation is compatible with the UNESCO Declaration on Cultural
Diversity 2001 and the Convention on Cultural Diversity 2005.

In addition, Article 12 of the UDBHR (‘Respect for cultural diversity
and pluralism’) states that ‘such considerations [related to cultural
diversity and pluralism] are not to be invoked to infringe upon human
dignity, human rights and fundamental freedoms, nor upon the principles
set out in this declaration, nor to limit their scope’. This Article is in line
with the 2003 Report of the IBC which stresses that the limitation of the

100 WHO Letter, n 77 above, at 3.

101 L De Castro and G Berlinguer, ‘Preliminary Report on the Possibility of Elaborating a
Universal Instrument on Bioethics’, report of the Working Group of the IBC, SHS/EST/02/
CIB-9/5, Paris, 15 Nov 2002, para 36.

102 De Castro, n 5 above, at 4.
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recognition of bioethical pluralism is ‘the right of present and future
generations’.

3.2.2. Harmonisation of the Ethical Process

The IBC Drafting Group was also mandated to find common ground that
could act as the starting point for harmonising divergent bioethical posi-
tions. There are two factors relating to harmonisation in the final draft.

First, the final draft borrows from the common language of international
human rights law, which contributes to harmonising the understanding
of the principles set out in the declaration.

Secondly, the UDBHR can be interpreted as a ‘codex bioethicus’1®
which seeks to find consensus on the procedure rather than lay down
apodictic prescriptions. Two series of provisions (‘Application of the
Principles” and ‘Promotion of the Declaration’) are devoted to procedural
principles. The underlying idea is to assist states by providing them with
guidelines so as to achieve a harmonised approach to the implementation
of general principles, and to ensure an ethical framework for scientific
and technological progress. A fair process is envisaged to lead to ethically
acceptable decisions.

In order to complete these guidelines, the IBC drafted the Explanatory
Memorandum on the Elaboration of the Preliminary Draft Declaration
on Universal Norms on Bioethics (‘Explanatory Memorandum’). The
Explanatory Memorandum should have constituted a ‘first” interpretation
of the principles set out in the UDBHR and later adapted in line with a
common and evolving interpretation provided by the IBC. Moreover
Member States were requested to submit reports every five years on
‘the steps they have taken ... to give effect to this declaration” (Article
27(b) of the Preliminary Draft). On the basis of these reports, the IBC and
the IGBC would have been responsible for monitoring and evaluating
the implementation of the UDBHR: ‘[t]he two committees should be
responsible in particular for the formulation of any opinion or proposal
likely to further the effectiveness of this Declaration” and should have
made recommendations addressed to the General Conference (Article 27(a)
of the Preliminary Draft). UNESCO committed itself ‘to take appropriate
measures to examine this Declaration in the light of scientific and
technological development and if necessary, to ensure its revision’
(Article 28(c)). Finally, it was stated that the Declaration should be further
developed through international instruments adopted by the General

103 Contribution of the Pan America Health Organisation (PAHO), “Towards a Codex
Bioethicus, A position paper by the PAHO Bioethics Unit’, “Towards a Declaration on
Universal Norms on Bioethics, written contributions’, SHS/EST/04/CIB-EXTR/INF 1,
Paris, 25 Apr 2003, 27-29.
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Conference of UNESCO, in accordance with its statutory procedures
(Article 28(d)).

All these provisions (Article 27(a) and (b) and Article 28(c) and (d)) and
the Explanatory Memorandum were rejected by the Intergovernmental
Meeting of Experts. The rejection of these measures imposed serious
limitations on the efforts made to ensure the effectiveness of the
Declaration. Effectiveness, which is the question whether the goals
of the norms are achieved,'® relies mainly on compliance, which
refers to ‘whether countries in fact adhere to the provisions and to the
implementing measures that they have instituted’.1%> Non-legally-binding
instruments suffer from the absence of legal guarantees to ensure that
states comply with agreed standards, since their responsibility cannot
be invoked in the event of a violation. However in order to lessen this
shortcoming, the first two UNESCO declarations incorporate supervisory
mechanisms traditionally found in hard law texts.!% The rationale of
the IBC approach lies in the balance between normative (‘soft law’) and
institutional (monitoring) mechanisms to ensure compliance with the
declaration. For the moment, there is no equivalent to the monitoring
machinery!?” which was instigated with the UDHGHR.1® On the one
hand, we find the mechanism of reports, which is traditional in human
rights law. On the other hand, the IBC is entrusted with giving advice
concerning the follow-up of the UDHGHR, organising workshops aimed
at providing a standard framework of legislations and regulations in
the field of bioethics and identifying practices that could be contrary to
human dignity.!” The same reporting mechanism and mechanism of
periodic review is provided for in the IDHGD.!? There was therefore
a strong argument for maintaining the same monitoring mechanism so
as to ensure coherence between UNESCO bioethics declarations and to

104 Shelton, n 49 above, at 5.

105 HK Jacobson and EB Weiss, ‘Compliance with International Accords’ (1995) 1 Global
Governance 119.

106 Tt is against the different systems established under the terms of the main international
instruments for the protection of human rights that the monitoring mechanism for the
UDHGHR was chosen. See Hector Gros Espiell, ‘Mechanism for Monitoring the Future
Universal Declaration on the Human Genome and Human Rights’, 1 July 1996, in UNESCO,
Birth of the Universal Declaration on the Human Genome and Human Rights (Paris, UNESCO,
Division of the Ethics of Science and Technology, 1999), 79.

107 Shelton, n 49 above, at 5: ‘[m]onitoring and supervision refer to the procedures and
institutions which are used to assess compliance’.

108 Only the 1978 UNESCO Declaration on race and racial prejudice provides for a system
of reports and the Director-General is invited to submit any recommendation deemed
necessary to promote its implementation.

109 Art 24 UDHGHR. See also Implementation of the Universal Declaration on the Human
Genome and Human Rights, n 55 above.

110 Art 25 IDHGD.
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strengthen the role of the IBC and IGBC. Moreover, such mechanism
allows each national community to adapt these standards to its own
system of ethical values and cultural traditions, while respecting a
minimum threshold of compatibility through the intervention of the
international organs. The creation of the IGBC, at the request of states
as we saw above, should have secured state participation in the overall
process, so that the states would not have lost control and been completely
under experts’ supervision . However it seems that the monitoring system
was still too constraining for government experts, who rejected it without
any alternative argument.!!! As a result, the third UNESCO declaration
does not incorporate any monitoring machinery.

The major contribution of the UDBHR will undoubtedly be found in
the innovative provisions for its implementation through procedural
principles. However, there is clearly a risk that the procedural guidelines
will be insufficient if they are completed without the co-operation of
the IBC.

4. CONCLUSION

The mormative spectrum’ presented in this chapter leads to a two-
fold conclusion. On the one hand, it would be misleading to consider
the ‘translation of ethical concepts into legal terms” undertaken in the
UDBHR as a simple incorporation of these concepts into a legal instru-
ment without any possibility of a backlash. For this reason, the above
analysis of the UDBHR reveals the influence of the ‘source of inspiration’
(bioethics) in the norms of regulation (human rights law). There appears
to be a dominance of bioethics, in the sense that the new approach to the
field of life sciences is framed within human rights law, yet it is based on
the idea of a process. The interdependence between human rights law and
bioethics leads us to move from a ‘static image of existing or positive law
in favour of a more dynamic concept in which views on law as it is and
views on law as it should be are continually merging into views on law
as it is becoming’.!2 The diversification of sources of human rights, which
stems from the diversification of actors at the national, regional, and
international level responsible for the regulation of bioethics, has raised

M The Final Report of the Intergovernmental Meeting of Experts does not provide any
justification for the rejection; one can assume it represents a reluctance by states to ensure
compliance with the Declaration. See B Ouoba, ‘Final Report of the Second Session of the
Intergovernmental Meeting of Experts aimed at Finalizing a Draft Declaration on Universal
Norms on Bioethics’, SHS/EST/05/CONFE.204/6, UNESCO Headquarters, Paris, 27 July
2005, at 7.

112 Van der Burg, n 57 above, at 51.
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concerns among some commentators of a conflict with basic human rights
principles. It has been stressed that the multiplication of actors involved
in the human rights discourse runs counter to the principles of universal-
ity, indivisibility and interrelatedness of human rights.!!> However, the
acknowledgement of pluralism and the quest for universality, contradic-
tory statements at first glance, enable the UDBHR to come closer to the
reality at stake. Given the difficulty in adapting human rights law to
diverse apprehensions about scientific progress, the bioethical-oriented
approach provides a unique opportunity to confront issues relating to the
implementation of human rights. In this sense, the UDBHR may be useful
as a means of stimulating new debate.

On the other hand, state experts were sensitive to the need for
coherence with previous human rights instruments but they did not take
into account all of the consequences that may arise from the drafting of
an international instrument in the field of bioethics. Therefore numerous
uncertainties remain which compromise the implementation of the
declaration: the increased number of duty-bearers, the determination of
the right-holders, the harmonisation of the procedure and, finally, the
absence of any provision for follow-up by the IBC.

It is clear that the UDBHR illustrates the way forward: the normative
(ethical and legal) and institutional (co-operation and communication
of legal and ethical actors) loops are without doubt the keystone of the
efficient interaction between bioethics and human rights law to deal with
scientific dilemmas.

113 Byk, n 39 above, at 364-74.
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Agricultural Biotechnology and the
Right to Food

KERSTIN MECHLEM" AND TERRI RANEY"

1. INTRODUCTION

IOTECHNOLOGY CAN BE defined as any technological application that

uses biological systems, living organisms or derivatives thereof to

make or modify products or processes for specific use.! Agricultural
biotechnology encompasses a range of research tools that enable scientists
to understand and manipulate the genetic make-up of organisms for use
in agriculture: crops, livestock, forestry and fisheries.? Most discussions
of biotechnology focus on transgenic crops and other genetically modi-
fied organisms (GMOs). GMOs result from genetic engineering, which
involves transferring genetic material from one organism to another with-
out sexual mating. The cultivation of transgenic crops is rapidly increas-
ing. In 2004, nine years after the beginning of the commercialisation of
GM crops, they were grown on 81.0 million hectares of land in a total
of 17 countries, and their global area continued to grow at a growth rate
of 20 per cent per annum.3

" Legal Officer, Food and Agriculture Organization of the United Nations (FAO). Email:
Kerstin.mechlem@fao.org. The views expressed in this article are personal and do not repre-
sent the views of the Food and Agricultural Organization of the United Nations (FAO).

* Senior Economist, FAO, and editor of The State of Food and Agriculture. Email: Terri.
Raney@fao.org. The views expressed in this article are personal and do not engage the FAO.

L Art. 2 of the Convention on Biological Diversity (1992) 31 ILM 818.

2 FAO, The State of Food and Agriculture 2003-04—Agricultural Biotechnology: Meeting the
Needs of the Poor? (Rome, FAO, 2004), 4. In a narrow sense, biotechnology can be under-
stood as a range of different molecular technologies, such as gene manipulation and gene
transfer, DNA typing and cloning of plants and animals: A Zaid, HG Hughes, E Porceddu,
and F Nicholas, ‘Glossary of Biotechnology for Food and Agriculture’, FAO Research and
Technology Paper No. 9 (Rome, FAO, 2001), 35.

3 C James, ‘Preview: Global Status of Commercialized Biotech/GM Crops: 2004’
International Service for the Acquisition of Agri-biotech Applications (ISAAA) Briefs No. 32
(Ithaca, NY, ISAAA, 2005), 3.
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The spread of agricultural biotechnologies and the conditions con-
ducive to their development have economic, social and environmental
implications. This chapter explores these implications for the realisation
of the right to food, emphasising genetic engineering as the most con-
troversial biotechnological application. First, this chapter will examine
the risks and opportunities of transgenic crops to realise the different
components of the right to food, namely the availability, accessibility,
safety, nutritious quality and acceptability of food, as well as the degree
of sustainability with which that food is grown (see section 4 below). The
opportunities seem boundless: higher productivity on the same amount
of land, saving virgin soils and increasing the overall availability of food;
improved nutritional values; the development of crops for saline, dry or
other marginalised soils, etc. At the same time uncertainties about the
long-term health and environmental risks give rise to legitimate concern.

Secondly, the analysis broadens to examine the effects on the right to
food of the manner in which transgenic crops are developed, protected
and marketed (see section 5 below). This section will address issues
such as the consequences of marked privatisation and concentration of
research and market share in the hands of a small number of powerful
transnational corporations; the effects that increased protection of intellec-
tual property rights has on further research, on the access of developing
countries to the new technologies and on farmers’ traditional practices of
saving and re-using seeds from their own harvest; and the lack of mecha-
nisms to adequately acknowledge the important contributions of farmers
and developing countries to biotechnological inventions.

2. AGRICULTURAL BIOTECHNOLOGIES: CONCEPT AND APPLICATIONS

Biotechnology is multisectoral. The same tools are used in medicine, indus-
try and agriculture. Industrial as well as some medical uses attract rela-
tively little controversy; agricultural applications are more sensitive. Within
agriculture, biotechnology includes simple technologies like micropropa-
gation,* and more complex methods such as marker assisted selection,’
genetic engineering® and genomics’ that are based on genomic analysis.

4 Miniaturised in vitro multiplication and/or regeneration of plant material under aseptic
and controlled environmental conditions: A Zaid, et al, above n 2, 184.

5 Marker assisted selection (MAS) is the use of DNA markers to improve response to
selection in a population: ibid, 177.

6 Modifying genotype, and hence phenotype by transgenesis, ie, by the introduction of
a gene or genes into animal or plant cells, which leads to the transmission of the input gene
(transgene) to successive generations: ibid, 123, 288.

7 Genomics is the research strategy that uses molecular characterisation and cloning of
whole genomes to understand the structure, function and evolution of genes and to answer
fundamental biological questions: ibid, 125.
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Biotechnology allows the characterisation of plants and animals at the
genomic level, so that the specific gene responsible for a desirable trait
can be targeted in breeding and conservation programmes. Conventional
breeding, in contrast, relies on the physical appearance of a specimen, an
often imperfect guide to its value in breeding. By integrating biotechnol-
ogy into their agricultural research programmes, countries can speed up
breeding programmes and tackle challenges that are not tractable with
conventional methods. For example, micropropagation techniques can
generate disease-free planting materials for clonally propagated spe-
cies, such as potato and banana, on which many subsistence farmers
rely. Biotechnology is also used in diagnosing plant and animal diseases
before the host is badly damaged, while treatment is still possible. By
distinguishing vaccinated animals from infected ones, biotechnology can
facilitate vaccination programmes without disrupting trade.

The most contentious agricultural biotechnologies are transgenic crops
and other GMOs. GMOs are the result of genetic engineering, which
involves transferring genetic material from one organism to another
without sexual mating. This ability of genetic engineering to move genes
across species barriers gives it its tremendous potential and makes it so
controversial. Genetic engineering is at once a more precise extension of,
and a radical departure from, conventional breeding methods. It can meet
some challenges that other biotechnologies cannot address, but in many
cases it complements other research approaches.

Only six countries, four crops and two traits accounted for 99 per cent
of the global area planted with transgenic crops in 2003. The countries are:
the USA, Argentina, Canada, China, Brazil and South Africa; the crops
are soybean, maize, cotton and canola; and the traits are insect resistance
(Bt®) and herbicide tolerance.’ These same crops and traits are the subject
of most of the transgenic crop research underway in both developed and
developing countries and the public and private sectors.

A much broader range of crops and traits is under research, although
the needs of poor farmers in developing countries are relatively neglected
(see section 5.1 below). Some of the products in the pipeline that could be
especially relevant for developing countries and an improved realisation
of the right to food include nutritionally enhanced foods such as ‘Golden
Rice’ (vitamin A), higher protein potatoes, iron-fortified rice, virus resistant
sweet potato and maize, and striga-resistant herbicide-tolerant maize.!

8 Bacillus thuringiensis, a bacterium that produces a toxin against certain insects,
particularly Coloeptera and Lepidoptera and a major insecticide approved for use in organic
farming.

9 FAO, aboven 2, 5.

10 Due to limitations of scope, the use of biotechnology in livestock and fisheries will not
be addressed in this chapter.
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3. THE RIGHT TO FOOD

The use of agricultural biotechnologies can have a number of implications
for the right to food. The right to food, or aspects of it, is recognised in a
large number of binding and non-binding instruments.! Most prominent
among these are Article 25(1) of the Universal Declaration of Human
Rights (UDHR), which states that ‘[e]veryone has the right to a standard
of living adequate for the health and well-being of himself and his family,
including food, clothing, housing’,12 and Article 11 of the International
Covenant on Economic, Social and Cultural Rights (ICESCR).'® In Article
11(1), ‘States Parties ... recognise the right of everyone to an adequate
standard of living ... including adequate food’; in Article 11(2), ‘States
Parties ... [recognise] the fundamental right of everyone to be free from
hunger’.

The right to food is realised when every individual ‘alone or in commu-
nity with others, has physical and economic access at all times to adequate
food or means for its procurement’.!* It implies the ‘availability of food in
a quantity and quality sufficient to satisfy the dietary needs of individuals,
free from adverse substances, and acceptable within a given culture [and] the
accessibility of such food in ways that are sustainable and that do not inter-
fere with the enjoyment of other human rights’ (emphasis added).!> This
definition from General Comment No 12 on the Right to Adequate Food
was adopted by the Committee on Economic, Social and Cultural Rights
(CESCR) in 1999. For the 152 states parties to the ICESCR this definition
is of high authoritative value.!® Under the ICESCR states have to use all

11 See also Art 12(2) of the Convention on the Elimination of All Forms of Discrimination
against Women (CEDAW) of 1979; Art 24(2)(c) and (e), as well as Art 27(3) of the Convention
on the Rights of the Child (CRC) of 1989; the Protocol to the African Charter on Human and
Peoples’ Rights on the Rights of Women in Africa (2003). Among non-binding instruments,
see the 1992 World Declaration on Nutrition; the 1996 Rome Declaration on World Food
Security, and Plan of Action; the 2002 Declaration of the World Food Summit Five Years
Later; the 2002 Plan of Implementation of the World Summit on Sustainable Development;
and, in particular, the 2004 Voluntary Guidelines for the Progressive Realisation of the Right
to Adequate Food.

12 Adopted by UN General Assembly Resolution 217 A (III) of 10 Dec 1948.

13 993 UNTS 3.

4 Committee on Economic, Social and Cultural Rights (CESCR), General Comment No 12
on The Right to Adequate Food, UN Doc E/C.12/1999/5 of 12 May 1999, para 6.

15 Tbid, para 8.

16 Cf Updated Study on the Right to Food, Submitted by Mr Asbjern Eide in Accordance
with Sub-Commission Decision 1998/106, UN Doc E/CN.4/Sub.2/1999/12 of 28 June
1999, para 45; The Right to Food, Report Submitted by the Special Rapporteur on the Right
to Food, Jean Ziegler, in Accordance with Commission on Human Rights Resolution
2002/25, UN Doc. E/CN.4/2003/54 of 10 Jan 2003, paras 17, 23. On the legal relevance of
General Comments of the CESCR, and other treaty bodies in general, see also P Alston,
‘The Historical Origins of the Concept of “General Comments” in Human Rights Law” in:
L Boisson de Chazournes and V Gowlland-Debbas (eds), The International Legal System
in Quest of Equity and Universality, Liber Amicorum Georges Abi-Saab (The Hague/London,
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appropriate means progressively to realise the right to food (Article 2(1)),
including measures ‘to improve methods of production, conservation and
distribution of food by making full use of technical and scientific knowl-
edge’ (Article 11(2)(a) of the ICESCR). Also, Article 12 of the Protocol of
San Salvador requires improved methods of food production.'” Article
24(2)(c) of the Convention on the Rights of the Child lists the application
of readily available technology as an obligatory measure to combat mal-
nutrition. Hence, human rights law recognises the important contribution
technological advances can make to the realisation of the right to food.

A commonly used analytical framework of states” human rights obliga-
tions distinguishes between three types of obligations, viz the obligations
to respect, protect and fulfil the right to adequate food.!® The obligation to
respect requires states to refrain from interfering directly or indirectly with
the enjoyment of the right.!” They must refrain from denying or limiting
access to food or interfering arbitrarily with existing arrangements, eg, by
destroying existing, functioning market systems. The obligation to protect
requires states to take measures to ensure that third parties such as indi-
viduals, groups, corporations or other entities do not interfere in any way
with the enjoyment of the right.?’ States must enact and enforce effective
legislation and take other measures—such as food safety measures—to con-
trol and restrain third parties’ activities. The obligation to fulfil means that
states must take positive measures to facilitate and provide for individuals’
enjoyment of their rights.?! States must develop comprehensive national

Boston, Mass, Martinus Nijhoff, 2001), 763; M Craven, The International Covenant on Economic,
Social and Cultural Rights—A Perspective on its Development (Oxford, OUP 1995) 90 ff; M
Scheinin, ‘International Mechanisms and Procedures for Implementation’, in R Hanski eomd
M Suksi (eds), An Introduction to the International Protection of Human Rights. (Turku/Abo, Abo
Akademi University, 1999) 429, 444; T Meron, Human Rights Law-Making in the United Nations
(Oxford, Clarendon, 1986), 10; C Tomuschat, ‘National Implementation of International
Standards on Human Rights’, (1984) 85 Canadian Human Rights Yearbook, 31, 36.

It is noteworthy that this definition of the right to food bears considerable resemblance to
the definition of food security adopted at the World Food Summit in 1996: ‘[f]lood security, at
the individual, household, national, regional and global levels is achieved when all people,
at all times, have physical and economic access to sufficient, safe and nutritious food to meet
their dietary needs and food preferences for an active and healthy life’. “World Food Summit
Plan of Action’, in FAO, Report of the World Food Summit, Rome 13 to 17 November 1996, Part
I, Appendix (Rome, FAQ, 1996). For the development of the concepts of food security and
the right to food, and an analysis of the distinctiveness of rights-based food security poli-
cies from other approaches, see K Mechlem, ‘Food Security and the Right to Food in the
Discourse of the United Nations’ (2004) 10 European Law Journal, 631.

17 OAS, Treaty Series No 69.

18 This framework of obligations is increasingly used by UN and regional human rights
actors, academia and national courts, in particular for economic, social and cultural rights.
It is based on a concept which was originally proposed by Henry Shue and later developed
by Asbjern Eide: see A Eide, Right to Adequate Food as a Human Right (New York, United
Nations, 1989).

19 CESCR, above n 4, para 15.

20 Tbid.

21 Tbid.
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right to food strategies and policies, repeal legislation that impairs the
progressive realisation of the right, and enact necessary laws. In short, to
facilitate the realisation of the right to food means to create an enabling
framework in which as many individuals as possible can provide for their
own food. Finally, states have the obligation to provide directly for the
fulfilment of the right in those cases in which individuals are unable,
for reasons beyond their control, to realise their rights themselves.?
Food safety nets and food interventions targeted towards vulnerable
groups fall within the ‘provide’” dimension. The use of genetically modi-
fied (GM) crops can facilitate or interfere with the fulfilment of each of
the obligations outlined above. Additional state obligations stem from
crosscutting human rights principles, which comprise participation, non-
discrimination and the right to redress in cases of a right’s violation.

The right to food requires protection of both physical and economic
access to food. While in developed countries few people depend directly
on agriculture for the realisation of their right to food, in developing
countries the importance of agriculture, not only for directly accessing
food but also as a source of income and employment and as a basis for
livelihoods, cannot be overestimated. About three quarters of the world’s
poor live in rural areas and rely on agriculture for their survival.?* Any
changes in the agricultural sector can immediately and dramatically affect
the realisation of their right to food.

4. THE IMPLICATIONS OF THE USE OF GENETICALLY MODIFIED CROPS
FOR THE DIFFERENT COMPONENTS OF THE RIGHT TO FOOD

4.1. Availability of Food

The first prerequisite of the fulfilment of the right to food is the availability
of food. At present the amount of food produced globally is sufficient to
feed the world.2* However, this macro view conceals the fact that some
parts of the world have food surpluses, whereas others have food short-
ages. Food availability in the latter must be increased. In addition, overall
food shortages are likely to increase as the global population, mainly in
developing countries, grows from six billion to an estimated 9-10 billion
within the next 50 years. With this growth food demand will rise propor-
tionately. The demand can be fulfilled only by increasing cultivated land,
by intensifying productivity, or by a combination of both.

2 Ibid.

23 IFAD, Rural Poverty Report 2001—the Challenge of Ending Rural Poverty (Rome; IFAD,
2001), 1.

2 FAQ, The State of Food Insecurity in the World 2003 (Rome; FAO, 2003), 6.
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The Green Revolution demonstrated that technological innovation—
higher yielding seeds and the inputs required to make them grow—can
play an important role in increasing food availability. Between 1960 and
2000, global cereal production more than doubled on virtually the same
amount of land. As a consequence, an additional two billion people are
being fed, and fed much better. The share of the world’s chronically
hungry population fell by half during the same period, from 34 per cent
to 17 per cent. Although the number of undernourished people remains
stubbornly high—852 million at present?®—without the yield gains of the
Green Revolution many more people would be hungry today and much
more land would be under cultivation.?®

High-yielding GM crops could offer similar opportunities to grow
more food on the same amount of cultivated land. Until now, however,
biotechnological innovations have focused mainly on crops grown
with large-scale farming methods in developed countries, not on those
of greatest importance to developing countries. GM crops are under
research that would provide particular benefits in marginalised areas,
such as drought or salinity resistance. Examples include striga-resistant
maize in Africa, aluminium-tolerant wheat and salt-tolerant rice. Such
crops would improve the livelihoods of people depending on poor
soils.

Biotechnology can be a means of increasing the availability of food,
not as an alternative but in addition to other methods.?” It needs to be
combined with other approaches, such as improvements in conventional
plant breeding, integrated pest management, organic farming, better
farming methods,® and, where necessary, area expansion. Converting
virgin land for agricultural production has, however, clear negative envi-
ronmental effects, as it exacerbates water scarcity and biodiversity loss.
Furthermore, land conversion is limited by the fact that pushing crops
further into marginal land decreases returns.

25 BAO, The State of Food Insecurity in the World 2004 (Rome; FAO, 2004), 6.

26 The environmental record of the Green Revolution is more controversial. Critics argue
that the Green Revolution high-yielding varieties required the use of irrigation and fertilis-
ers, and that they were often sold ‘bundled’ with chemical insecticides that gave rise to pest
resistance and pollution. Most scientists concede that insecticides were over-used, especially
in the early years of the Green Revolution, but many dispute the environmental evidence
regarding irrigation and fertiliser use, and argue that claims of environmental harm ignore
that by reducing the need to expand cultivated area, the Green Revolution saved large tracts
of virgin land from the plough.

27 Nuffield Council on Bioethics, Genetically Modified Crops: The Ethical and Social Issues
(London; Nuffield Council on Bioethics, 1999), 62 ff available at www.nuffieldbioethics.
org/go/ourwork/gmcrops/introduction (last accessed 14 Jan 2005).

28 Modern irrigation technologies, such as drip irrigation, can improve efficiency, but
their potential is limited by increasing scarcity of water resources and competition between
household, agricultural and industrial uses, as well as between urban and rural uses.
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4.2. Accessibility of Food

In human rights terms, the notion of accessibility encompasses economic
accessibility:? Personal or household financial costs associated with acquir-
ing food for an adequate diet should not compromise the satisfaction of
other basic needs.® Lack of economic accessibility of food due to overall
poverty is the most common cause of hunger in developing countries, as
well as in the hunger pockets that remain in developed countries.

In developing countries, the majority of the poor are farmers or land-
less people living in rural areas who depend on agriculture for their
livelihoods. GM seeds can benefit small-scale and resource-poor farmers.
As the technology is embodied in the seed, it is scale-neutral and easily
transferable.>! Evidence suggests that some transgenic crops, especially
insect-resistant cotton, yield significant economic gains to small farmers.3?
While prices for GM seeds may be higher, they can be compensated for
by superior effective yields and lower pesticide costs. Bt cotton is a case
in point. More than four million small farmers grow Bt cotton in China.
These farmers have seen their costs of chemicals decline and their yields
increase because their crops suffer less damage from pests.®* Small farm-
ers in several other developing countries are also benefiting from Bt cot-
ton, Bt maize and herbicide-tolerant soybeans.

The positive effects extend beyond the farming community. When
many farmers adopt a productivity-enhancing technology, they col-
lectively produce more output, and this increased supply on the world
market causes consumer prices to fall. Falling food prices were the most
important avenue through which the Green Revolution improved the
nutritional status of the poor. Lower prices mean that consumers can buy
more for the same amount of money. Hence, the economic accessibility of
food increases both for consumers in countries where the technology is
adopted as well as elsewhere as markets are linked.3*

Despite fears of corporate control of the sector, farmers and consumers
so far are reaping a larger share of the economic benefits of transgenic
crops than the companies that develop and market them.? Experience
with transgenic cotton suggests that small farmers are as likely as large
farmers to benefit from the adoption of the new crop. It must, however,

2 CESR, above n 14, para 13.

30 Tbid.

31 FAQ, above n 2, 104.

32 Ibid, 51.

3 Ibid.

34 Farmers that do not adopt GMOs face falling prices for their produce and, unlike their
competitors, they do not enjoy lower production costs, so their incomes fall. In the case of
transgenic cotton, farmers in countries where transgenic cotton is not grown have experi-
enced small economic losses as a result of lower cotton prices.

35 FAQ, above n 2, 104.
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be borne in mind that this economic evidence is based on only two or
three years of data for a relatively small number of farmers in just a few
countries. The short-term farm-level gains may not be sustained over
time as larger numbers of farmers adopt the technologies. More evidence
is required to determine what the level and distribution of benefits from
transgenic crops will be in the longer term, and to assess the risk that the
costs of access to modern crops might put their potential benefits beyond
the reach of poor farmers.

Also, the wider socio-economic effects need to be examined. In differ-
ent circumstances, the same transgenic crop can have negative or positive
effects depending on the labour constraints facing farm households and
the nature of rural labour markets. Herbicide-resistant crops that render
hand weeding superfluous provide an example. Reducing the demand
for farm labour could free workers for higher value activities, such as
off-farm wage employment or, in the case of children, for schooling. If
alternative employment opportunities do not exist, however, reducing
farm labour will detrimentally affect those displaced workers” ability to
afford sufficient food.%

4.3. Food Safety

The right to food is realised only when individuals have access to safe
food. Many concerns have been voiced about the safety of GM foods and
their short and long-term effects. The main specific food safety concerns
regarding GM crops and foods derived from them relate to allergens and
toxins,” antibiotic resistance® and other unintentional changes in food
composition.

36 Cf Nulffield Council, above n 29, 72.

%7 Gene technology—Ilike traditional breeding—may increase or decrease levels of natu-
rally occurring proteins, toxins or other harmful compounds in foods.

3 Antibiotic resistance is a food safety concern because many first generation GM crops
were created using antibiotic resistant marker genes. If these genes could be transferred
from a food product into the cells of the body, or to bacteria in the gastrointestinal tract,
this transfer could lead to the development of antibiotic resistant strains of bacteria, with
adverse health consequences. Although scientists believe the probability of transfer is
extremely low (GM Science Review Panel, GM Science Review: First Report—an Open Review
of the Science Relevant to GM Crops and Food Based on the Interests and Concerns of the Public
(2003), available at www.gmsciencedebate.org.uk/report/pdf/gmsci-reportl-full.pdf (last
accessed 20 Feb 2005), 96 ff), the use of antibiotic resistance genes has been discouraged by
an FAO and WHO expert panel (FAO/WHO, ‘Safety Aspects of Genetically Modified Foods
of Plant Origin, Report of a Joint FAO/WHO Expert Consultation on Foods Derived from
Biotechnology, Geneva, Switzerland, 29 May-2 June 2000, available at ftp:/ /ftp.fao.org/es/
esn/food/gmreport.pdf (last accessed 20 Feb 2005), 13) and other bodies. Researchers have
developed methods to eliminate antibiotic resistance markers from genetically engineered
plants.
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The foods derived from the transgenic crops that are currently being
grown commercially have been evaluated by the national food safety
authorities of several countries using procedures that are consistent with
internationally agreed principles.?* They have been judged safe to eat,
and the methods used to evaluate their safety have been deemed appro-
priate.** To date, no verifiable untoward toxic or nutritionally deleterious
effects resulting from the consumption of foods derived from GM crops
have been discovered anywhere in the world.#! Although potential risks
remain, up to now it appears that GM foods are as safe as their conven-
tional counterparts.*?

However, absence of the evidence of harm is not evidence of the
absence of potential harm. Little is known about the long-term food
safety effects of foods derived from transgenic crops (or any foods), and
continued monitoring is recommended. In addition, some critics argue
that risk analysis based on the concept of substantial equivalence® is not
sufficient for GM foods because complex, unexpected differences aris-
ing from genetic modification may be missed. Consensus does exist that
foods derived from emerging, more complex genetic transformations may
require additional food safety procedures.**

One aspect that has received little attention up to now is the fact that
agricultural biotechnologies may have the potential to improve the safety
of some foods. This has not yet been clearly established in the literature,
but there are several opportunities that arise from GM crops currently on
the market. For example, Bt crops typically involve lower applications of
chemical insecticides, so the resulting foods may contain fewer chemical

% International Council for Science (ICSU), New Genetics for Food and Agriculture: Scientific
Discoveries—Societal Dilemmas (2003), available at www.icsu.org/Gestion/img/ICSU_DOC_
DOWNLOAD/90_DD_FILE_ICSU_GMO%20report_May%202003.pdf (last accessed 21 Feb
2005), 19.

40 FAO/WHO, above n 38.

41 ICSU, above n 39, 13.

42 This is a result of a review carried out by FAO in 2004 of scientific evidence contained
in several recent major reports on biotechnology authored by institutions as diverse as
the International Council for Science (ICSU), which represents 101 national academies
of science and 27 international scientific unions, The Nuffield Council on Bioethics, The
UK GM Science Review Panel, The Royal Society, DANIDA, and the FAO/WHO Codex
Alimentarius Commission: FAO, above n 2, 58 ff.

43 Risk analysis of foods derived from GMs is conducted using principles similar to
those used for food additives: ie, differences from the conventional food are identified
and those differences are tested. If no harmful effects are found, the food is deemed to be
as safe as its conventional counterpart. The concept of ‘substantial equivalence’ is the cor-
nerstone of this approach endorsed by the FAO/WHO Codex Alimentarius Commission.
See Codex Alimentarius Commission, ‘Principles for the Risk Analysis of Foods Derived
from Modern Biotechnology” (Doc CAC/GL 44-2003), ‘Guideline for the Conduct of Food
Safety Assessment of Foods Derived from Recombinant-DNA Plants’ (Doc CAC/GL 45-
2003), and ‘Guideline for the Conduct of Food Safety Assessment of Foods Produced Using
Recombinant-DNA Micro-organisms’ (Doc CAC/GL 46-2003).

4 ICSU, above n 39, 33, GM Science Review Panel, above n 38, 12.
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residues. Bt crops also suffer less insect damage so they may have lower
concentrations of mycotoxins, such as aflatoxin, which can cause serious liver
damage at low exposures and even acute toxicity. Such occurred in Kenya
where over 100 people died from eating contaminated grain in 2004.%> More
directly, GM crops with reduced allergens (wheat, soybeans and peanuts)
and less toxic compounds (eg, cassava with less cyanide) are under develop-
ment. These benefits need, however, to be better documented.*

4.4. Nutritious Food

The right to food can only be fully realised with nutritious food. Individuals
should have access to a diet that contains an adequate mix of nutrients for
physical and mental growth, development and activity. It should meet
physiological needs at all stages throughout the life cycle and according
to gender and occupation.*” In particular, micronutrient deficiencies, the
so-called hidden hunger, which is mainly caused by a lack of vitamin A,
iron and iodine, can have devastating effects. Vitamin A deficiency, for
instance, affects more than 200 million people worldwide and causes an
estimated 2.8 million cases of blindness in children under the age of 5.4

Biotechnology can improve the nutritional profile of certain food stuffs,
eg, vitamin A enriched mustard seeds, high-protein potatoes and iron-
enriched rice. A well-known example is Golden Rice, a biotechnology
derived rice which contains large amounts of beta carotene (a precursor
of vitamin A).*’ Golden Rice is a sustainable and low-cost alternative to
food supplements and vitamin fortification,® and has been proposed for
people that depend on rice for the bulk of their diet.>! In addition, anti-
nutrients, such as cyanide in cassava, can be reduced through genetic
engineering. All of these innovations have been developed, although they
have not been approved for commercial cultivation, and it remains to be
seen whether their potential will be realised.

Critics argue that Golden Rice is a simplistic high-tech solution to
a problem that should instead be solved by increasing access to more
balanced diets rich in fruit and vegetables. While this criticism is

4 See www.cdc.gov/mmwr/preview/mmwrhtml/mm5334a4.htm (last accessed 22 Feb
2005).

46 FAQ, above n 2, 61, ICSU, above n 39, 25.

47 CESCR, above n 14, para 9.

48 FAQ, above n 2, 42.

49 The high beta carotene content was achieved by inserting two genes from a daffodil and
one from the bacterium Erwinia uredovora.

50 R Zimmermann and M Qaim ‘Projecting the Benefits of Golden Rice in the Philippines’,
Discussion Paper on Development Policy No 51 (Bonn, Centre for Development Research,
2002).

51 FAQ, above n 2, 42.
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well-founded in principle, it needs to be taken into account that hidden
hunger is typically not due to a lack of nutritious food on offer but, rather,
to a lack of financial means to access higher quality foods. The poor
already spend a large proportion of their income on food and typically
cannot allocate more resources to food consumption. Therefore, nutri-
tion can only be improved by either increasing incomes or the nutritional
value of a subsistence diet.

4.5. Acceptability

Realising the right to food requires accounting for consumer acceptability,
ie, the non-nutrient-based values attached to food and food consumption,
and informed consumer concerns regarding the nature of accessible food
supplies.>

The acceptability of GM crops and foods varies considerably among
and within countries. What is readily embraced in the US may meet sharp
protest and deep suspicion in Europe.® Lack of acceptability is more pro-
nounced when advantages or benefits of GM food cannot be perceived
because the products are neither cheaper or healthier, nor superior in
taste.

Consumers resist genetic engineering for many reasons. Among these
are ethical, religious, health and environmental ones. Some oppose the
technology itself as being ‘unnatural’ and as interfering with nature
or God’s will. Others may refrain from using specific applications, eg,
Muslims may avoid food produced with swine genes or vegetarians
abstain from fruit and vegetables modified with animal genes. The most
common reason is the already addressed fear of potential health risks.

From a human rights point of view, consumers’ resistance to GM food
has to be taken seriously. Labelling allows consumers to make a choice
between GM and non-GM foods. Labelling has, however, two counter-
acting effects. One the one hand, it increases transparency, consumer
information and choice. One the other hand, establishing and monitoring
a labelling system also raises the costs of food production. In developing
countries, the costs of labelling should not create access hurdles to food
for the poor.

Acceptability is also an issue in inter-state relations. Zambia rejected
food aid from GM products in 2002 on a number of grounds, amongst

52 CESCR, above n 14, para 11.

5 In general, Europe and Japan are less accepting than North and South America and
developing Asia. In the least accepting European countries—France and Greece—22%
approve of GMOs; in the most accepting Asian countries—Indonesia and China—only
20-30% have reservations: FAO, above n 2, 77 ff.
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which were health concerns and fear of gene flow>* from GM imports to
local crops, which could prevent access to external markets.> In situations
of famine, states must generally accept food aid as part of their obligation
to fulfil the right to food.>® When GM food is offered, the case becomes
more complicated as states need to strike a difficult balance between
contradictory short-term (fulfilling the core content of the right to food
through famine relief) and long-term (eg, potential loss of access to for-
eign markets) effects on the realisation of the right to food.”” If possible,
donors should offer food aid that does not create such a dilemma for a
recipient country.®®

4.6. Environmental Sustainability

Sustainability in the context of the right to food means that food should
be available and accessible for both present and future generations.>
Sustainability in this sense is linked to environmental sustainability.

The environmental sustainability implications of GMOs are highly con-
tested and give the most reason for concern. Many of the potential envi-
ronmental impacts of transgenic crops are not yet fully clear. Agreement
exists on the types of hazards and potential benefits that exist, but not
on their likelihood and potential consequences. Possible types of harm
include gene flow, direct harm to non-target organisms,*® emergence of

5% Gene flow, ie, the spread of transgenes to related crops (conventional, organic or land-
races) or wild relatives can occur when transgenic crops are grown in proximity to related
plants. Transgenes will persist and spread in these circumstances only if they convey a
competitive advantage on the recipient plant. This is not likely to be the case for herbicide
tolerance since this trait is advantageous only in the presence of the herbicide. Insect and
disease resistance could provide an advantage, however.

55 Nuffield Council on Bioethics, The Use of Genetically Modified Crops in Developing
Countries—A Follow-up Discussion Paper (2004), available at www.nuffieldbioethics.org/
go/ourwork/gmcrops/page_218.html (last accessed 21 Feb 2005), 78.

% Cf CESCR, above n 14, para 19.

57 Some concerns can be met by milling GM crops.

58 FAO, FAO Expert Consultation on Food Safety: Science and Ethics, 3-5 Sept 2002,
Rome; FAO, Readings in Ethics No 1 (Rome; FAO, 2004), 32.

5% CESCR, above n 14, para 7.

©0 Insect resistant crops could harm non-target insects and other organisms, potentially
disrupting food chains and soil microbial communities, and thereby having negative effects
on biodiversity. In the famous monarch butterfly case, pollen from some Bt maize plants was
found to harm monarch caterpillars when they were force-fed under laboratory conditions:
JE Losey, LS Rayner and ME Carter, ‘Transgenic Pollen Harms Monarch Larvae, (1999) 399
Nature, 214. Follow-up studies found the same effect to be highly unlikely in field conditions
for all Bt maize varieties except one, which was subsequently removed from the market:
AJ Connor, TR Glare, and J-P Nap, ‘The Release of Genetically Modified Crops into the
Environment: Part II. Overview of Ecological Risk Assessment,” (2003) 33 Plant Journal, 19.
Bt maize has also been found to be less harmful to non-target insects than maize produced
using conventional pesticides.
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Bt resistant pests,®! and indirect environmental effects. Conversely, poten-
tial benefits include replacing more toxic insecticides and herbicides with
less toxic ones®? and, in the case of herbicide resistant crops, a decreased
need for tillage, leading to better soil conservation, improved water reten-
tion and less soil erosion.

Scientific evidence concerning transgenic crops is still emerging. In
the countries where transgenic crops are grown commercially, there have
been no verifiable reports that they cause any significant environmental
harm, but some benefits have been observed. However, the lack of nega-
tive impacts so far does not mean that they cannot occur, and the current
understanding of ecological processes is incomplete. A cautious case-by-
case approach is needed, taking into consideration the crop, the trait and
the agro-ecosystem in which it is to be released. A number of legal instru-
ments, such as the Convention on Biological Diversity, the Cartagena
Protocol on Biosafety and European Community instruments, refer to the
precautionary principle in this context.%®

5. THE GOVERNANCE OF GENETICALLY MODIFIED CROPS AND THE
RIGHT TO FOOD

The preceding brief discussion of the actual and potential future impli-
cations of using GM crops for each component of the right to food has
revealed a complex set of effects depending on the specific GMO, the
right to food component in focus and the particular context. Taking this
interim conclusion as a starting point, this part will assess the right to
food implications of agricultural biotechnology by looking at the effects of
the wider socio-economic and legal governance framework for GM crops,
which determines their development, marketing and use.

®1 Insect resistant Bt crops may lead to the emergence of pests that are resistant to Bt, as
those pests not killed survive and breed, passing resistance to their progeny. Crop manage-
ment strategies, such as the creation of refugia, are recommended to avoid or delay that
occurrence. Newer generations of insect resistant crops contain two Bt genes, rather than
one, significantly reducing the likelihood of resistance developing. So far, no evidence of
Bt resistance has been observed in the field.

62 Herbicide tolerant crops are associated with decreased use of the most highly toxic
herbicides, but an overall increase in herbicide use of lower toxicity. Replacing more toxic
herbicides with less toxic ones is generally considered as an environmental benefit.

63 Preamble to the Convention on Biological Diversity, above n 1; Preamble to and
Arts 1, 10(6) and 11(8) of the Cartagena Protocol on Biosafety to the Convention on
Biological Diversity, (2000) 39 ILM 1027; Art 1 of Directive 2001/18/EC on the Deliberate
Release into the Environment of Genetically Modified Organisms [2001] OJ L 106/1. On
biosafety see R Mackenzie, ‘The International Regulation of Modern Biotechnology’ (2002)
13 Yearbook of International Environmental Law, 97.
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5.1. The Privatisation of Research

In contrast to the Green Revolution that was led by public sector research,
agricultural biotechnological research has become increasingly private
and dominated by a few large corporations. It is supported by private
funds, carried out in private institutions, and protected by intellectual
property rights that restrict the utilisation of its findings.

The world’s top 10 transnational bioscience corporations spend about
US$3 billion per year on agricultural biotechnology research and devel-
opment.®* The CGIAR® system has a total crop improvement budget of
one-tenth that amount—about US $300 million—of which not more than
one-tenth is devoted to biotechnology.®® Among developing countries, the
three largest national agricultural research programmes (those of Brazil,
China and India) have total budgets of less than US $500 million each, of
which about 5 to 10 per cent goes to biotechnology research.®” China is the
only developing country that has developed transgenic crop technologies
independently of the international private sector. India and Brazil may
develop this capacity, but few other developing countries will be able to
do so.

This private sector dominance of research has two consequences:
knowledge is accumulated in the private and not the public domain,
and the needs of the poor are systematically neglected.®® Private sector
biotechnology research naturally focuses on developing technologies
suitable for the major commercial agricultural input markets in the tem-
perate-zone production environments of North America and Europe.
Some farmers in developing countries have been able to take advantage
of ‘spillover” benefits from private sector research aimed at farmers in
the developed world. These farmers are located primarily in temperate
production zones in South America, South Africa and China. Barring a
few initiatives, no major public sector or private sector programmes are
tackling the critical problems of the poor, or target crops and animals on
which they rely. This includes the crops that provide the bulk of their food
supply and livelihoods—rice and wheat—but also a variety of ‘orphan
crops’ such as sorghum, pearl millet, pigeon pea, chickpea and ground-
nut that are largely neglected in conventional or biotechnology research

64 FAO, above n 2, 32.

% Consultative Group on International Agricultural Research.

66 FAQ, above n 2, 32.

7 D Byerlee and K Fischer, ‘Accessing Modern Science: Policy and Institutional Options
for Agricultural Biotechnology in Developing Countries’, (2002) 30 World Development, 931 £f.

68 P Pingali and G Traxler, ‘Changing Locus of Agricultural Research: Will the Poor Benefit
form Biotechnology and Privatisation Trends?” (2002) 27 Food Policy 223. Some of the CGIAR
centres are working with national research systems and the private sector to develop trans-
genic crops for developing countries, but these programmes are small and poorly funded.
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programmes. Under-researched traits of particular interest to the poor
include resistance to production stresses like drought, salinity, disease
and pests, as well as nutritional enhancement.

To what extent do these developments point to shortcomings in the
fulfilment of right-to-food obligations? Under the ICESCR states have to
use ‘all appropriate means’ to progressively realise the rights recognised
in the ICESCR.® As part of the obligation ‘facilitate” the realisation of the
right to food, states should promote research and development of techno-
logical advances, including research on better seeds.”? However, each state
has broad discretion on how to promote human rights.”! When allocating
resources, states must take all reasonable options into account and ade-
quately consider the potential of biotechnological research in designing their
research programmes. Given the often prohibitive costs involved’? and the
uncertain beneficial effects of biotechnological inventions, a duty of devel-
oping countries to carry out biotechnological research cannot be assumed.

There are also no obligations for developed countries to carry out or pro-
mote research for the benefit of individuals in other states. Each state has
an obligation to respect, protect and fulfil the human rights of individuals
under its jurisdiction, not under the jurisdiction of other states.”> While
some assert ‘extra-territorial obligations’, ie, human rights obligations
of one state versus individuals under the jurisdiction of another,”* these
obligations do not yet reflect existing law. Also state-to-state cooperation
duties that are mentioned in a number of binding and non-binding human

6 Art 2(1) of the ICESCR.

70 For the right to health, the CESCR has explicitly mentioned an obligation to promote
research: General Comment No. 14 The Right to the Highest Attainable Standard of Health,
UN Doc. E/C.12/2000/4 of 11 Aug 2000, paras 36 and 37. While for the right to food research
might not play the same role as for the development of new medicines, crops adapted to the
needs of developing countries, with improved nutritious value or with higher productivity,
can play a vital role in improving its realisation. See also Art 15(2) of the ICESCR.

7 CESCR, General Comment No. 3 on The Nature of States Parties Obligations of
14 Dec 1990, reprinted in ‘Compilation of General Comments and General Recommendations
Adopted by Human Rights Treaty Bodies’, UN Doc HRI/GEN/1/Rev.7 of 12 May 2004, 15.

72 For many states research in the field of biotechnology will exceed the ‘maximum ...
available resources’ requirement of Art 2(1) of the ICESCR.

73 This is made explicit in Art 1 of the ECHR: ‘[t]he High Contracting Parties shall secure
to everyone within their jurisdiction the rights and freedoms defined in Section 1 of this
Convention’, Rome, 4 Nov 1950, 213 UNTS 221, as amended by Protocol No 11 of 5 May
1994, ETS No 155.

74 See, eg, CESCR, above n 14, para 36 ff; ] Ziegler, ‘Second Submission of Jean Ziegler,
Special Rapporteur on the Right to Food of the United Nations Commission on Human
Rights to the Intergovernmental Working Group (IGWG) for the Voluntary Guidelines on
the Right To Adequate Food’ para 13 ff available at www.righttofood.org/SECOND%20S
UBMISSION%20SR%20RIGHT%20TO%20FOOD.htm#_ednref (last accessed 20 Feb 2005);
R Kiinnemann, ‘The Extraterritorial Scope of the International Covenant on Economic,
Social and Cultural Rights, FIAN’, available at www.fian.org/fian/index.php?option=cont
ent&task=view&id=76&Itemid=61 (last accessed on 20 Feb 2005); S Skogly, ‘Extra-national
Obligations Towards Economic and Social Rights, International Council on Human Rights
Policy’, (2002), available at www.ichrp.org/ac/excerpts/92.doc (last accessed 20 Feb 2005).
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rights and other instruments” do not oblige states to undertake specific
positive measures, such as carrying out or directing research towards the
needs of other states. Although frequently mentioned, cooperation obliga-
tions remain notoriously vague and their content is difficult to grasp in
clear legal terms.

Privatising research with the potential to contribute significantly to the
better realisation of the right to food, amongst other rights, is problematic.
The technology’s potential in assisting the poor to realise their right to
food has remained underused, thus preventing the poor from enjoying
their right to benefit from scientific progress and its application (Article
15(1)(b) ICESCR, see below). Concerted international efforts, including
public/private partnerships and contributions by international organi-
sations, are required to ensure that the technology needs of developing
countries are addressed and that barriers to access are overcome.”®

5.2. The Role of Transnational Corporations

Where GMOs are introduced, concerns arise whether transnational biotech
corporations will misuse their commercial and political clout.”” These con-
cerns are aggravated by major consolidation in the global seed and agricul-
tural input industries aimed at vertical and horizontal integration to optimise
investment through better control of distribution channels, including those of
complementary agricultural inputs such as herbicides and pesticides.”

75 Eg, Arts 2(1), 11(2) and 23 of the ICESCR, Arts. 55 and 56 of the UN Charter, Arts 16
and 19 of the Convention on Biological Diversity (above n 1), Arts 16 and 19, or Art 22 of the
Cartagena Protocol on Biosafety to the Convention on Biological Diversity (above n 63).

76 See Nuffield Council, above n 27, 63.

77 Sub-Commission on the Promotion and Protection of Human Rights, Globalisation and

its Impact on the Full Enjoyment of Human Rights, ‘Progress Report Submitted by ] Oloka-
Onyango and Deepika Udagama, in Accordance with Sub Commission Resolution 1999/8 and
Commission on Human Rights Decision 2000/102, UN Doc. E/CN.4/Sub.2/2001/10 of 2 Aug
2001, para 32. For an NGO view on the practices of global agrifood businesses, see ActionAid,
"Power Hungry—Six Reasons to Regulate Global Food Corporations’, available at www.global-
policy.org/socecon/tncs/2005/01powerhungry.pdf (last accessed 12 Jan 2005).
The fact that 85% of all fines imposed on global price-fixing operations in the past several years
were paid by food and agricultural cartels shows the dangers of market concentration in this
field; ¢f RA Levins, ‘Dwindling Competition Will Mean Higher Food Costs’, available at www.
apec.umn.edu/faculty /dlevins /Dwindling Competition.pdf (last accessed 22 Feb 2005).

78 Commission on Intellectual Property Rights, Integrating Intellectual Property Rights and
Development Policy (London, Commission on Intellectual Property Rights, 2002), 65, available at
www.iprcommission.org/ graphic/documents/final_report.htm (last accessed 12 Jan 2005). Also,
in developing countries there is evidence of rapidly growing control of transnational corpora-
tions. In Brazil, eg, following the introduction of plant variety protection in 1997, and presumably
also related to the expected permission to grow GM crops, Monsanto increased its share of the
maize seed market from 0% to 60% between 1997 and 1999, through mergers and acquisitions.
Dow and Cargill and Agrevo (now Aventis) also increased their market shares by acquisition.
Only one Brazilian-owned firm remained with a 5% share in the maize market: ibid.
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States have to protect the right to food against infringements by private
actors.”” They must shield individuals against market practices that rely
on structural differences in knowledge and experience between the buy-
ers and sellers, and work systematically and in an unfair manner to the
disadvantage of one party. A state must, for example, ensure that adequate
information is available about the consequences of using a new product.
If patented GM seeds are introduced, which farmers are not allowed to
reuse, states have to make sure that farmers have access to clear infor-
mation about this consequence. This is particularly relevant where this
prohibition interferes with traditional seed uses. States may also need to
regulate certain marketing practices, such as aggressive and misleading
promotional offers of patented products through special loans and grants,
which are tied to designated seed and chemical packages,®® and may lead
to indebtedness and loss of livelihood. Conversely, overregulation that
impedes access to technology needs to be avoided, in particular until
present farmers and consumers have reaped most of the benefits of GM
crops (see section 5.2 above). Where to draw the line between individual
responsibility and state duty depends on the circumstances of each case
and the concept of the role of the state in each society. The greater the
structural imbalance in knowledge and influence, the more pronounced
the state’s obligations. The limits of legitimate market power are normally
regulated by competition and consumer protection law which may be
weak in many developing countries.

The role of the state is particularly important because corporations—as
private actors—are not directly bound by human rights law. While
increasingly the scope of international legal personality of transnational
corporations is reconsidered in order to hold such corporations directly
accountable ® such developments are still in their early stages. The recent
adoption of the ‘[nJorms on the responsibilities of transnational corpora-
tions and other business enterprises with regard to human rights’ by the
Sub-Commission on the Protection and Promotion of Human Rights is an

7 Cf CESCR, above n 14, para 15.

80 A Chapman, ‘Core Obligations Related to ICESCR Article 15(1)(c)’, in: A Chapman
and S Russell, Core Obligations: Building a Framework for Economic, Social and Cultural Rights
(Antwerp, Intersentia, 2002), 305, 327.

81 Coomans, eg, sees a trend towards increased recognition of the applicability of human
rights standards to corporations: F Coomans, “The Ogoni-Case Before the African Commission
on Human and Peoples’ Rights’ (2003) 52 International and Comparative Law Quarterly, 749,
760, n 47; N Jagers, Corporate Human Rights Obligations: In Search of Accountability (Antwerp,
Intersentia, 2002); D Weissbrodt, and M Kruger, ‘Business and Human Rights’ in Mars,
Bergsmo (ed), Human Rights and Criminal Justice for the Downtrodden—Essays in Honour of
Asbjorn Eide (Leiden/Boston, Mass, Marinus Nijhoff, 2003), 421.
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interesting step in this direction.®? Other initiatives comprise the Global
Compact® and codes of conduct developed by industries or businesses
themselves®. With regard to biotechnology corporations, further research
on the standards such corporations could be required to abide by, and the
kind of human rights duties they could be expected to fulfil could serve as
a useful basis for a human rights dialogue with this specific industry.®®

5.3. Intellectual Property Rights

The increase in intellectual property rights protection since the early 1980s
has stimulated the rapid growth of agricultural biotechnology research
and product development by the private transnational sector.®® It has
also facilitated the concentration of agricultural biotechnological research
capacity, knowledge and market share in products developed with such
knowledge in the developed world. In particular, the entry into force of the
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS
Agreement) in 1995 has strengthened the protection of intellectual property
rights by setting minimum standards binding upon all 148 WTO Members
and enforceable through the WTO dispute settlement mechanism.

A number of developments in the field of intellectual property rights
have raised human rights concerns. Human rights and other actors
have reacted by paying increased attention to intellectual property
rights’ effects on human rights since 1999: The 1999 UNDP Human
Development Report warned against the negative consequences of the

82 UN Doc E/CN.4/Sub.2/2003/12/Rev.2 of 26 Aug 2003. For a discussion of the norms,
see D Weissbrodt, ‘Norms on the Responsibilities of Transnational Corporations and Other
Business Enterprises with Regard to Human Rights’ (2003) 97 AJIL, 901. Similar efforts were
made earlier on. Noteworthy in this context are, eg, the Code of Conduct on the Marketing of
Breastmilk Substitutes (Infant Formula Code) reprinted in S Shubber, The International Code
of Marketing of Breastmilk Substitutes—An International Measure to Protect and Promote Breast-
Feeding (Dordrecht, Kluwer, 1998), or the OECD Guidelines for Multinational Enterprises,
available at: www.oecd.org/dataoecd /56/36/1922428.pdf (last accessed 20 Feb 2005), or the
self-commitment of certain industries or firms to their code of conducts.

85 See www.unglobalcompact.org/Portal /Default.asp? (last accessed 20 Feb 2005).

84 Gee, eg, OECD Working Party of the Trade Committee, Codes of Corporate Conduct:
An Inventory, 1999, OECD Doc No TD/TC/WP(98)74/FINAL, available at www.olis.oecd.
org/olis/1998doc.nsf/LinkTo/td-tc-wp(98)74-final (last accessed 20 Feb 2005).

8 Cf the suggestion by the Special Rapporteur on the Right to Health to explore the right
to health duties of the pharmaceutical sector by expert mechanisms composed of represen-
tatives from the human rights and pharmaceutical sectors: P Hunt, ‘The Right to Health—
What Do I Expect from a Pharmaceutical Company?’ paper presented at The Right to Health:
A Duty for Whom?, International Symposium, 2 Dec 2004, Basel, Switzerland, available at
www.novartisfoundation.com/pdf/NFSD_Symp_04_Speech_Paul_Hunt.pdf (last accessed
13 Jan 2005).

86 FAQ, above n 2, 31.

87 See also the related FAO Report of the Panel of Eminent Experts in Ethics in Food and
Agriculture, Second Session 18-20 Mar 2002 (Rome; FAO 2003), 15.
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TRIPS Agreement, particularly in relation to food security, indigenous
knowledge, bio-safety and access to health care.3® The Sub-Commission
on the Promotion and Protection of Human Rights adopted resolutions on
‘Intellectual Property Rights and Human Rights” in 2000%” and in 2001.%° At
the request of the Sub-Commission, the High Commissioner for Human
Rights prepared a report on ‘The Impact of the Agreement on Trade-
Related Aspects of Intellectual Property Rights on Human Rights’.”! In
1999, the CESCR issued a Statement to the Third Ministerial Conference
of the WTO in Seattle;*? in 2000, it held a day of general discussion on
intellectual property rights and human rights; and in 2001 it adopted a
Statement on Human Rights and Intellectual Property.”* It is now discuss-
ing Draft General Comment No 18 on the Right of Everyone to Benefit
from the Protection of the Moral and Material Interests Resulting from
any Scientific, Literary or Artistic Production of Which He Is the Author
(Article 15 ICESCR). The Special Rapporteurs on the Right to Health
(Paul Hunt) and the Right to Food (Jean Ziegler) have addressed intel-
lectual property rights and, in particular, the TRIPS Agreement in some
of their reports.®* In the words of the United Nations Sub-Commission
on the Promotion and Protection of Human Rights, ‘actual or potential
conflicts exist between the implementation of the TRIPS Agreement and
the realisation of economic, social and cultural rights in relation to, inter
alia, impediments to the transfer of technology to developing countries,
the consequences for the enjoyment of the right to food of plant variety
rights and the patenting of genetically modified organisms, “bio-piracy”
and the reduction of communities” (especially indigenous communities’)

8 UNDP, Human Development Report 1999 (New York, Oxford, Oxford University Press,
1999), 68.

8 Sub-Commission on the Promotion and Protection of Human Rights, Intellectual
Property Rights and Human Rights, Resolution 2000/7 of 17 Aug 2000 (adopted with-
out a vote). On this resolution see D Weissbrodt and K Schoff, ‘Human Rights Approach
to Intellectual Property Protection: The Genesis and Application of Sub-Commission
Resolution 2000/7’ (2003) 5 Minnesota Intellectual Property Review, 1.

%0 Sub-commission on the Promotion and Protection of Human Rights, above n 89.

1 High Commissioner for Human Rights, ‘The Impact of the Agreement on Trade-Related
Aspects of Intellectual Property Rights on Human Rights’, UN Doc. E/CN.4/Sub.2/2001/13
of 27 June 2001.

2 UN Doc. E/C.12/1999/9 of 26 Nov 1999.

93 Statement by the CESCR on Human Rights and Intellectual Property, CESCR, Report of
the Twenty-fifth, Twenty-sixth and Twenty-seventh session CESCR Official Records, 2002,
Supplement No. 2, UN Doc E/2002/2, E/C.12/2001/17, Annex XIIL

9 Eg, ‘The Right of Everyone to the Enjoyment of the Highest Attainable Standard of
Physical and Mental Health’, Report of the Special Rapporteur, Paul Hunt, Addendum—
‘Mission to the World Trade Organisation’, UN Doc E/CN.4/2004/49/Add.1 of 1 Mar 2004;
“The Right to Food’, Report by the Special Rapporteur on the Right to Food, Mr Jean Ziegler,
submitted in accordance with Commission on Human Rights resolution 2000/10, UN Doc
E/CN.4/2001/53 of 7 Feb 2001, para 73.
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control over their own genetic and natural resources and cultural values’.%

A less nuanced position is held by the Special Rapporteur on the Right to
Food, Jean Ziegler, who views ‘developments in biotechnology, including
genetically modified plants, ownership of international patents by agri-
businesses from the North and worldwide protection of those patents,
hampering access to food and the availability of food” as one of seven
major economic obstacles that hinder or prevent the realisation of the
right to food.?® He calls for a moratorium on GM crops.””

Beyond the general concerns mentioned by the Sub-Commission, a
number of developments more specifically concern the right to food.
Amongst these developments are: the potential for stifling further
research by a rapidly increasing number of often broad patents®® concen-
trated in few hands, the difficulties of developing countries to access the
technology; the interference of patents and other intellectual property
rights with farmers’ rights to use and exchange farm-saved seeds; and the
lack of recognition and protection of farmers’ contributions to the devel-
opment of the available genetic resource pool.

5.3.1 The Protection of Creativity in Human Rights Law and the Need to
Balance Private and Public Interests

Article 15 of the ICESCR, developed from the similarly worded Article 27 of
the UDHR, recognises the right of everyone ‘to benefit from the protection
of the moral and material interests resulting from any scientific, literary
or artistic production of which he is the author” (Article 15(1)(c)). While
not human rights in themselves, intellectual property rights safeguard
the right to protection of one’s production. Article 15(1) of the ICESCR,
however, recognises not only a right of the inventor to benefit from his or
her production (Article 15(1)(c)), but also a right of everyone “to enjoy the
benefits of scientific progress and its applications” (Article 15(1)(b)) and

% Sub-Commission on the Promotion and Protection of Human Rights, above n 89, 11th
preambular para.

9% ‘The Right to Food’, above n 94, summary and paras 69 and 73.

7 Report of the Special Rapporteur of the Commission on Human Rights on the Right to
Food, UN Doc. A/57/356 of 27 Aug 2002, paras 19 and 20.

% Broad patents claim the gene, the vector or carrier for effecting the transformation and
so on, which may cover a number of potential varieties or crops incorporating the gene. In
fact, the patent on a product containing or consisting of genetic material normally extends
to all material in which the product is incorporated and in which the genetic information is
contained and performs its function: see, eg, Art 9 of EC Directive 98/44/EC on the Legal
Protection of Biotechnological Inventions of 6 July 1998 [1998] O] L 213/13. The granting
of broad patents has given rise to calls that patents be given only when there has been a
genuine invention that has created a biological product significantly different from any that
existed before, and the patent should cover only the inventive step itself, nothing beyond it:
FAOQO, above n 87, 15.
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a right ‘to take part in cultural life’ (Article 15(1)(a)). These three com-
ponents—the right to protection of one’s production, the right to benefit
from scientific advancement and the right to take part in cultural life—are
intrinsically interrelated with one another, not only in the ICESCR, but
also in the UDHR and the American Declaration of the Rights and Duties
of Man.” States must strike a balance between public and private inter-
ests in knowledge that does not unduly advantage private interests and
gives due consideration to public interest in enjoying broad access to new
knowledge.!? Protecting creators’ interests must not interfere with the
realisation of other human rights, including the right to food, and the
protection should be compatible with overall human rights principles.!%

Any system of intellectual property rights should serve a double func-
tion. It should protect the interests of both inventors and society at large.
With the right to reap the exclusive benefits from their invention for a
limited period, inventors are provided with incentives to research and
develop. Society at large, in turn, should profit from such new develop-
ments. While, in fact, patents, plant breeders’ rights, and other types of
intellectual property rights have greatly stimulated the growth of private
agricultural research, the present balance between private and public
interests may need to be reconsidered.

5.3.2 Patents: Incentive or Stifling of Research?

One question to resolve is whether the rapid expansion of intellectual
property protection in level and scope and through higher global minimum
standards is undermining the research incentive function of intellectual
property rights.10?

The patent is the most relevant intellectual property right to agricultural
biotechnology. Plant variety rights play a smaller role as they can protect
only new plant varieties!®® and because the title holder’s rights are more

% Chapman, above n 80, 314.

100 CESCR, above n 93, para 17. The CESCR also points to the Declaration on the TRIPS
Agreement and Public Health adopted at the WTO Fourth Ministerial Conference in Doha in
Nov 2001 as an example of the need to strike a balance between public and private interests:
WT/MIN(01)/DEC/W/2.

101 Cf CESCR, above n 93 and A Chapman, ‘The Human Rights Implications of Intellectual
Property Protection” (2002) 5 Journal of International Economic Law, 861, 866 ff.

102 There is some evidence suggesting such a trend: ibid, 16 ff.; Nuffield Council, above
n 27, 50 ff. There are, eg, several hundred overlapping patent rights for the Bt technology,
and at least 4 companies obtained patents that cover Bt-transformed maize; Commission on
Intellectual Property Rights: above n 78, 65. In addition, there is evidence that patents are
contributing to the rapid market concentration in the agricultural biotechnology field, which
has adverse effects on the degree of competition: Commission on Intellectual Property
Rights, above n 78, 17.

103 Plant variety can be defined as a plant grouping within a single botanical taxon of the
lowest known rank, which grouping can be defined by the expression of the characteristics
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limited. In contrast, patents have been granted for living organisms,*

biological molecules (DNA), proteins and other biochemical compounds,
and on various biotechnologies.!®

In the field of agricultural biotechnology, the proliferation of biotechnology
patents—in particular, that of broad patents on the enabling technologies!%
concentrated in the hands of five major industrial groups!®’—has led to
widespread concern that patents no longer stimulate research but, on the
contrary, hinder the generation of further knowledge. Patent holders are
not in all cases willing to license their patents, as they may wish to retain
a property advantage over their competitors and enjoy the benefits that
patent monopoly brings.!%® Even if licences are given, researchers must still
acquire agreements from many patent holders, often at prohibitive prices.
Such developments have been termed the ‘tragedy of the anticommons’.1%
It remains to be seen whether corporations will be willing to grant licences
on favourable terms to develop crops for the developing world. If this is not
the case, tensions will arise with the right of everyone to benefit from scien-
tific progress and its application. To avoid such negative effects, intellectual
property rights must be regulated in a manner that impedes research as
little as possible. For instance, if patents for genes are allowed, they should
cover only uses set out in them, not other uses of the same invention which

that result from a given genotype or a combination of genotypes, distinguished from any
other plant grouping by the expression of at least one of those characteristics, and consid-
ered as a unit with regard to its suitability for being propagated unchanged: EC Council
Regulation 2100/94 on Community Plant Variety Rights [1994] OJ L 227/1, Art 5. Under the
International Convention for the Protection of New Varieties of Plants (UPOV Convention)
signed in 1961, subsequently revised in 1972, 1978, and 1991, a plant variety is eligible for
protection if it is distinct, stable, uniform, and novel (Art 6 UPOV 1978).

104 Patents on living organisms are not unique to GM and biotechnology. Micro-organisms
in particular have commonly been patented. As far back as the 19th century, Louis Pasteur
was granted a patent on a strain of yeast in both France and the US. Plant patents were
occasionally granted prior to the first UPOV Convention in 1961 which specifically excluded
the granting of both patents and plant variety rights for the same plant variety: (Art 2(1))
Nuffield Council, above n 27, 45, n 16.

105 Thid, 45.

196 There are two main types of patents: those which enable the technology, and applica-
tion patents which cover specific traits for improving plants but which are dependent on the
enabling patents for their implementation: Nuffield Council, above n 27, 51.

107 Formerly, the six main groups were: AstraZeneca, Aventis, Dow, DuPont, Monsanto
and Novartis. With the merger of the agricultural arms of AstraZeneca and Novartis to form
Syngenta, there are now five left: Commission on Intellectual Property Rights, above n 78,
65, n 35.

108 Monsanto, eg, has intellectual property rights over several key technologies relating to
one crop, transgenic cotton, solely under its control. It has been unwilling to license its broad
patent for the technology that produces transgenic cotton: Nuffield Council, above n 27, 50.
It should be noted that researchers at the Chinese Academy of Agricultural Science indepen-
dently developed an alternative method for the transformation of cotton: FAO, above n 2, 44.

109 MA Heller, and RS Eisenberg, ‘Can Patents Deter Innovation? The Anticommons in
Biomedical Research’ (1998) 280 Science, 698.
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others may discover.!? In addition, reforms of the patent laws of developed
countries or alternative practices by patent holders (eg, patent pooling
and open source models) may be needed to address the challenges set out
above. Such changes may be necessary both from a utilitarian point of view,
which would focus on maintaining incentives for broad-based research,
and from a human rights point of view, which would stress that the current
situation may impede research essential for the better realisation of human
rights.

5.3.3 Access to Technology

Ninety-seven per cent of all patents worldwide are held in industrial coun-
tries.!!! More than 80 per cent of the patents granted in developing countries
belong to residents of industrial countries, usually multinational corpora-
tions.!2 Hence, the direct beneficiaries of patent protection are located in the
developed world. Current evidence suggests that the extension of the protec-
tion of intellectual property rights worldwide will result in substantial addi-
tional net transfers from developing to developed countries.!'® Licence fees
and royalties paid for using patented technology may increase the costs of
essential agricultural inputs, thus putting available technologies out of reach
of farmers in developing countries.!'* Unlike during the Green Revolution
when technologies were developed and disseminated freely as public goods,
based on an explicit strategy for international technology transfer, develop-
ing countries might not be able to access privately held biotechnologies use-
ful for their development.!’> When designing their national patent systems,
developing countries should therefore, within the framework of the TRIPS
Agreement and other international instruments, try to mitigate such nega-
tive effects. They should “provide a pro-competitive patent system that limits
the scope of subject matter that can be patented; applies strict standards of
patentability; facilitates competition; includes extensive safeguards against
abuses of patent rights; and encourages local innovation’.!¢

With regard to the right to food, states have a duty to prevent unrea-
sonably high licence fees or royalties either for seeds or other means of food

10 Tbid.

M World Bank, World Development Report 2000/2001 (Washington, DC, World Bank, 2001), 184.

112 UNDP, above n 88, 68.

113 Commission on Intellectual Property Rights, above n 78, 11. The focus here is only on
the flow of royalties, not on the wider set of economic advantages or disadvantages that may
derive from the use of a patented product.

114 On access to technology by developing countries see ] Ntambirweki, ‘Biotechnology and
International Law Within the North-South Context’ (2001) 14 The Transnational Lawyer, 103.

115 Commission on Intellectual Property Rights, above n 78, 12.

116 Tbid, 23. For technologically more advanced developing countries, however, systems
that provide more extensive intellectual property rights protection may be more advanta-
geous, as they may provide better incentives for research: ibid, 22.
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production which would interfere with access to food for large segments
of the population. As with pharmaceuticals, one could debate whether
countries should intervene to improve access to seeds that promise
important benefits, eg, through compulsory licensing. In the pharmaceu-
tical sector spectacular achievements have been made, such as the 50 per
cent reduction in AIDS deaths in Brazil following four years of making
patented medication affordable, amongst other measures.!'” Such results
are unlikely to result from compulsory licensing of improved seeds
because seeds are environment-specific, unlike medication which can be
used globally. In addition, any similar measure must be handled carefully
because longer-term effects, such as decreased interest of corporations to
enter the national market, may outweigh short-term advantages.

5.3.4 The TRIPS Agreement and the ‘Farmers’ Privilege’

The TRIPS Agreement now obliges countries to offer patent protec-
tion in all fields of technology to an invention that is new, involves an
inventive step and is capable of industrial application (Article 27(1)).!18
States may exclude from patentability ‘plants and animals other than
micro-organisms, and essentially biological processes for the produc-
tion of plants or animals other than non-biological and microbiological
processes. However, Members shall provide for the protection of plant
varieties either by patents or by an effective sui generis system or by
any combination thereof’ (Article 27(3)(b)). Under the TRIPS Agreement,
states can thus allow patents for all of the above. Alternatively, they can
exempt plants and animals, but not micro-organisms, from patentability.
However, for plant varieties some kind of intellectual property right
protection must be offered, through patents, or a sui generis system, or a
combination of both.!!® The TRIPS Agreement does not prescribe whether
genes should be patentable or not. Whether they need to be patentable
hinges on the question of what constitutes an invention in the sense of
Article 27(1) of the TRIPS Agreement.

17 The Brazilian example is mentioned in a Report of the High Commissioner on ‘The

Impact of Trade-Related Intellectual Property Rights on Human Rights’, above n 91, paras
51-58. Brazil considered using compulsory licences for two patented drugs. For one drug
however, it achieved the negotiation of a reduced price, for the other negotiations were still
continuing when the report was finalised.

118 Patents shall be available and patent rights enjoyable without discrimination as to the
place of invention, the field of technology and whether products are imported or locally
produced: Art 27(1) of the TRIPS Agreement.

119 One option for sui generis protection of plant varieties is through the recognition of
plant variety rights or plant breeders’ rights under the International Convention for the
Protection of New Varieties of Plants (the UPOV Convention; signed in 1961, entry into force
in 1968. Subsequently revised in 1972, 1978, and 1991).
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Genetically modified seeds are typically protected by patents. A pat-
ent confers on its owner the exclusive right to make, use, offer for sale
and sell the patented product.!? Planting, harvesting, saving, re-planting
and exchanging seeds of patented plants, or of plants containing pat-
ented cells and genes, constitutes use in the sense of Article 28(1) of the
TRIPS Agreement.!?! Unless exceptions are provided for, the product of
the harvest of patented seeds may not be re-sown or exchanged against
other seeds. This interferes with traditional farming practices. Farmers
have always saved seeds from their harvest to replant and exchange
informally with other farmers to improve both the quality and quantity
of their yields (the so-called ‘brownbagging’). In developing countries
this practice prevails, and it also occurs, to some extent, in developed
countries. For poor farmers in developing countries, the right to use
their own harvest is essential to secure their livelihoods. They may have
the means to buy seeds one year, but may need to rely on farm-saved
seed the next for propagation or multiplication on their farms and in
exchange for other seeds. These practices were implicitly allowed under
the 1978 International Convention for the Protection of New Varieties of
Plants (UPOV Convention). This non-prohibition is commonly termed
the ‘farmers’ privilege’. It is—with the exclusion of seed exchange prac-
tices—still allowed under UPOV 1991.122 Also, the International Treaty on
Plant Genetic Resources for Food and Agriculture!?® mentions the right

120 Art 28(1)(a) of the TRIPS Agreement.

121 This question was, inter alia, discussed in the Canadian case of Monsanto Inc v Schmeiser
2004 SCC 34.

122 The scope of protection under UPOV extends to the production for purposes of com-
mercial marketing, to the offering for sale, the marketing of the reproductive or vegetative
propagating material, as such, of a variety: Art 5(1) UPOV 1978. UPOV provides for exemp-
tions from the prior authorisation requirement for breeders: they have the right to use
protected varieties as an initial source of variation for the purpose of creating other varieties
or for the marketing of such varieties without authorisation from the original breeder: Art
5(3) UPOV 1978. In UPOV 1978, farmers’ re-sowing of seed harvested from protected vari-
eties was not listed as an activity requiring prior authorisation from the breeder and was
therefore implicitly allowed. Under UPOV 1991, the scope of breeders’ rights was extended
to include production or reproduction and conditioning for the purpose of propagation:
Art 14(1). UPOV 1991, however, provides explicitly that countries may restrict the breeders’
right in order to permit farmers to use for propagating purposes, on their own holdings, the
product of the harvest which they have obtained by planting the protected variety: Art 15(2).
UPOV 1991 does not provide for any restriction of the breeders’ right to permit farmers to
exchange seeds. Therefore, the farmers’ privilege has become more restricted.

123 Art 9(3), the text of the treaty is available at ftp:/ /ext-ftp.fao.org/ag/cgrfa/it/ITPGRe.
pdf (last accessed 20 Feb 2005). On the International Treaty on Plant Genetic Resources for
Food and Agriculture, see, for instance, G Moore and W Tymowski, “Explanatory Guide
to the International Treaty on Plant Genetic Resources for Food and Agriculture’, IUCN
Environmental Policy and Law Paper No. 57 (Gland, and Cambridge, IUCN, 2005); D Cooper,
‘The International Treaty on Plant Genetic Resources for Food and Agriculture’, (2002) 11
Review of the European Community and International Environmental Law, 1; A Mekouar, ‘Treaty
Agreed on Agrobiodiversity—the International Treaty on Plant Genetic Resources for Food
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of farmers to save, use, exchange and sell farm-saved seed/propagating
material, in the broader context of farmers’ rights.

Patent laws can provide for at least some components of the farmers’
privilege, as TRIPS allows limited exceptions to the exclusive rights con-
ferred by a patent (Article 30). In the European Community (EC) some
elements of the farmers’ privilege have been recognised in Article 11(1)
of EC Directive 98/44/EC on the Legal Protection of Biotechnological
Inventions.!'?* From a right to food perspective, it is important that devel-
oping countries consider whether and how best to use the flexibility of
Articles 27(3)(b) and 30 of the TRIPS Agreement to protect small-scale and
subsistence farmers, which are among the poorest worldwide. The recog-
nition of a farmers’ privilege in national laws may also be viewed in the
broader context of Article 8(1) of the TRIPS Agreement that allows states
to ‘adopt measures necessary to protect public health and nutrition, and
to promote the public interest in sectors of vital importance to their socio-
economic and technological development, provided that such measures
are consistent with the provisions of this Agreement’.

5.3.5 Protecting the Contribution of Farmers, Local Communities and
Developing Countries to Biotechnological Inventions

The development of a biotechnological invention can be based on traditional
knowledge or genetic resources, including traditional crop varieties, from
developing countries where most biodiversity is concentrated.'”® For
hundreds of years farmers have developed and improved crops. They
have selected, developed and conserved landraces!?® and traditional variet-
ies, thereby making an invaluable contribution to the development of the
modern crop varieties that are now the basis of biotechnological research.

and Agriculture’, (2002) 32 Environmental Policy and Law, 20; G Rose, ‘The International
Law of Sustainable Agriculture in the 21t Century: The International Treaty on Plant Genetic
Resources for Food and Agriculture’, (2003) 15 Georgetown International Environmental
Law Review, 583; SM Ruby, ‘The International Treaty on Plant Genetic Resources for Food
and Agriculture: Friend or Foe of the International Farmer’, (2004) 2 Oklahoma Journal of Law
& Technology, 23.

124 Above n 98. Art 11(1) states that ‘the sale or other form of commercialisation of plant
propagating material to a farmer by the holder of the patent or with his consent for agricul-
tural use implies authorisation for the farmer to use the product of his harvest for propaga-
tion or multiplication by him on his own farm’. Hence, farmers can re-use farm-saved seed,
but not exchange and sell it.

125 Tt should be noted that while plant breeders tend to use modern varieties as resources
rather than landraces in their breeding programmes, exotic germplasm may be used when
particular traits are sought, when new breeding programmes are being started, or for long-
term genetic enhancement, and also in the breeding of certain crops (eg, potatoes): G Dutfield,
Intellectual Property Rights, Trade and Biodiversity (London, Earthscan, 2000), 4 ff.

126 A crop cultivar or animal breed that evolved with and has been genetically improved
by traditional agriculturalists, but has not been influenced by modern breeding practices;
Commission on Intellectual Property Rights, above n 78, 191.
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These services by farmers are little recognised, and their contributions are
only weakly protected. Local varieties, for example, cannot be protected by
intellectual property rights as they are genetically too heterogeneous, unsta-
ble and typically not attributable to specific rights-holders.'”” Conversely,
biotechnological inventions derived from such genetic resources or tradi-
tional knowledge may be patented in other countries. All royalties from
such a patent will accrue only to the patent holder—a highly inequitable
result. Patenting can occur without the prior informed consent of the genetic
resources’ country of origin and without an adequate sharing of the benefits
derived from the commercialisation of these resources.!?® A number of non-
biotech cases of such so-called ‘biopiracy’'?, such as the tumeric and neem
plant, the ayahuasca ceremonial drink and the Hoodia cactus, have been
widely documented.!®

Several instruments address these concerns. The International Treaty
on Plant Genetic Resources for Food and Agriculture is one attempt
to protect and recognise farmers’ contributions. It recognises the enor-
mous contributions local and indigenous communities and farmers of
all regions of the world, particularly those in the centres of origin and
crop diversity, have made for the conservation and development of plant
genetic resources, which constitute the basis of food and agriculture
production throughout the world (Article 9(1)). It provides for a farmers’
right equitably to participate in sharing benefits arising from the utilisa-
tion of plant genetic resources for food and agriculture (Article 9(2)(b))
and the establishment of a multilateral system of access and benefit
sharing (Articles 10-13). Access and benefit sharing and prior informed

127 Cf the criteria for plant variety protection, above n 103.

128 Commission on Intellectual Property Rights, above n 78, 9.

129 There is no accepted definition of the term ‘biopiracy’. It has been defined as the unau-
thorised commercial exploitation of the knowledge and biological resources of indigenous
peoples or traditional commun